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MARIJUANA AND MEDICINE: THE NEED FOR 
A SCIENCE-BASED APPROACH 


THURSDAY, APRIL 1, 2004 

House of Representatives, 

Subcommittee on Criminal Justice, Drug Policy and 

Human Resources, 
Committee on Government Reform, 

Washington, DC. 

The subcommittee met, pursuant to notice, at 2:30 p.m., in room 
2154, Rayburn Office Building, Hon. Mark Souder (chairman of the 
subcommittee) presiding. 

Present: Representatives Souder, Cummings, Carter, Sanchez, 
and Norton. 

Staff present: J. Marc Wheat, staff director and chief counsel; 
Nicholas Coleman, professional staff member and counsel; Roland 
Foster, professional staff member; Nicole Garrett, clerk; Tony Hay- 
wood, minority counsel; Cecelia Morton, minority office manager; 
and Ricky Choi, minority intern. 

Mr. Souder. The subcommittee will now come to order. 

Good afternoon, and thank you all for coming. This hearing will 
address the highly controversial topic, the use of marijuana for so- 
called medical purposes. 

In recent years, a large and well-funded pro-drug movement has 
succeeded in convincing many Americans that marijuana is a true 
medicine to be used in treating a wide variety of illnesses. Unable 
to change the Federal laws, however, these pro-drug activists 
turned to the State referendum process and succeeded in passing 
a number of medical marijuana initiatives. This has set up a direct 
conflict between Federal and State law, and put into sharp focus 
the competing scientific claims about the value of marijuana and 
its components as medicine. 

Marijuana was once used as a folk remedy in many primitive cul- 
tures. And even in the 19th century, it was frequently used by 
some American doctors, much as alcohol, cocaine and heroin were 
once also used by doctors. By the 20th century, however, its use by 
legitimate medical practitioners had dwindled, while its illegit- 
imate use as a recreational use had risen. 

The drug was finally banned as a medicine in the 1930’s. Begin- 
ning in the 1970’s, however, individuals began reporting anecdotal 
evidence that marijuana might have medically beneficial uses, most 
notably in suppressing the nausea associated with cancer chemo- 
therapy. Today, the evidence is still essentially anecdotal, but 
many people take it as a fact that marijuana is a proven medicine. 
One of the main purposes of this hearing is to examine that claim. 

( 1 ) 
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At present, the evidence in favor of marijuana’s utility as a medi- 
cine remains anecdotal and unproven. An Institute of Medicine 
study published in 1999 reviewed the available evidence and con- 
cluded that at best, marijuana might be used as a last resort for 
those suffering from extreme conditions. This report is repeatedly 
cited by the pro-marijuana movement as proof that marijuana is 
safe for medical use. In fact, the report stressed that smoking mari- 
juana is not a safe medical delivery device and exposes patients to 
a significant number of harmful substances. 

In contrast to its supposed medical benefits, the negative health 
effects of marijuana are well known and have been proven in sci- 
entific studies. Among other things, the drug is addictive, impairs 
brain function and when smoked greatly, increases the risk of lung 
cancer. The respiratory problems associated with smoking any sub- 
stance makes the use of marijuana cigarettes as medicine highly 
problematic. Indeed, no modern medicine is smoked. 

It is quite possible, however, that some components of marijuana 
may have legitimate medical uses. Indeed, the Institute of Medi- 
cine report so often erroneously cited as support for smoked mari- 
juana actually stated that, “If there is any future for marijuana as 
a medicine, it lies in its isolated components, the cannabinoids, and 
their synthetic derivatives.” Interestingly, the Federal Government 
has already approved a marijuana derivative called Marinol, but 
rarely do the pro-marijuana advocates mention this. The Federal 
Government has also approved further studies of the potential use 
of marijuana or marijuana derivatives as medicine. 

However, in the United Kingdom a pharmaceutical company has 
applied for a license to market an inhalant form of marijuana 
called Sativex. Thus, the real debate is not over whether marijuana 
could be used as medicine, the debate is over the most scientifically 
safe and effective way the components of marijuana may be used 
as medicine. The responsibility for ensuring that any drug, whether 
derived from marijuana or not, is safe and effective has been en- 
trusted to the U.S. Food and Drug Administration [FDA]. 

Under Federal law, the FDA must review, test and approve each 
medicine and determine what conditions or diseases may be used 
to treat and at what dosage level. The FDA continues to monitor 
each drug, making sure that it is manufactured and marketed 
properly and that unforeseen side effects do not jeopardize the pub- 
lic health. State laws purporting to legalize marijuana for medici- 
nal purposes bypass these important safeguards. 

California and Oregon have adopted the most wide reaching such 
laws. They allow anyone to use, possess and even grow his own 
marijuana provided he obtains the written recommendation of a 
doctor. Few if any restrictions are placed on what conditions mari- 
juana may be used to treat, virtually no restrictions are placed on 
the content, potency or purity of such medical marijuana. 

The laws adopted in California, Oregon and other States are ex- 
tremely open-ended. California law even allows marijuana to be 
used for migraine headaches. This has led to a number of uses of 
marijuana as medicine that I believe to be highly questionable. For 
example, one of our witnesses. Dr. Phillip Leveque, has personally 
written recommendations for over 4,000 people to use marijuana. 
Another of our witnesses. Dr. Claudia Jensen, has recommended 
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that teenagers use marijuana for the treatment of psychiatric con- 
ditions like attention deficit disorder [ADD], Only a small percent- 
age of medical marijuana users in California and Oregon have ac- 
tually used the drug to treat the conditions for which it was pub- 
licly promoted, namely, the nausea associated with chemotherapy 
and AIDS-wasting syndrome. 

In Oregon, statistics kept by the State medical marijuana pro- 
gram indicate that well over half the registered patients use the 
drug simply for pain, while less than half of them use it for nausea, 
glaucoma or conditions related to cancer or multiple sclerosis. In 
San Mateo, CA, a study of AIDS patients showed that only 28 per- 
cent of the patients who used marijuana did so even to relieve 
pain. Over half used it to relieve anxiety or depression, and a third 
used it for recreational purposes. 

This raises one of the key questions we must address today. If 
we are going to treat marijuana as a medicine, will we subject it 
to the same health and safety regulations that apply to other medi- 
cines? We do not allow patients to grow their own opium poppies 
to make painkillers like morphine, oxycontin or even heroin with 
just a doctor’s recommendation. We do not allow people to manu- 
facture their own psychiatric drugs like Prozac or Xanax to treat 
headaches. 

Why then should we authorize people to grow their own mari- 
juana when the potential for abuse is high and there is little or no 
scientific evidence that it can actually treat all the illnesses and 
conditions? Why should we abandon the regulatory process that en- 
sures that drugs are manufactured at the right potency level and 
contaminant free? Why should we stop the oversight that makes 
sure drugs are being administered in the right dosage and in the 
safest manner? Our witnesses today will try to answer those and 
other key questions from a wide variety of perspectives. 

We welcome back Dr. Nora Volkow, Director of the National In- 
stitute on Drug Abuse [NIDA], at the National Institutes of Health, 
the Federal agency with the greatest expertise on the health effects 
of marijuana and other drugs. Representing the key Federal agency 
with responsibility for regulating medical drugs, we also welcome 
back Dr. Robert Meyer, Director of FDA’s Office of Drug Evaluation 
II, Center for Drug Evaluation and Research. Here to discuss the 
process of applying for a Federal license to grow marijuana for re- 
search purposes, we are joined by Ms. Patricia Good, Chief of the 
Liaison and Policy Section at the DEA’s Office of Diversion Control. 

We are also pleased to welcome two representatives of State 
medical boards that have been forced to attempt to regulate the 
use of marijuana by doctors. Dr. James D. Scott, a member of the 
Oregon Board of Medical Examiners, and Ms. Joan Jerzak, chief of 
enforcement for the Medical Board of California. 

We are also joined by two advocates of the use of marijuana as 
medicine. Dr. Jensen and Mr. Robert Kampia, of the Marijuana 
Policy Project. I am grateful in particular to Dr. Jensen for her 
willingness to come and testify about her controversial medical 
practices, and I hope, anticipate a frank and open discussion with 
her. 



4 


Dr. Leveque apparently will not be able to be here, although he 
did not inform the committee, so if he shows up we will include 
him in the second panel. 

Finally, we are pleased to welcome Dr. Robert DuPont of the In- 
stitute for Behavior and Health, Inc., an expert on marijuana and 
drug abuse and former head of NIDA. 

We thank everyone for taking the time to join us today and I 
look forward to all of your testimony. 

[The prepared statement of Hon. Mark E. Bonder follows:] 
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Opening Statement 
Chairman Mark Souder 

“Marijuana and Medicine: The Need For A Science- 
Based Approach” 

Subcommittee on Criminal Justice, Drug Policy, 
and Human Resources 
Committee on Government Reform 

April 1, 2004 


Good morning, and thank you all for coming. This hearing will 
address a highly controversial topic: the use of marijuana for so- 
called “medical” purposes. In recent years, a large and well-funded 
pro-drug movement has succeeded in convincing many Americans 
that marijuana is a true “medicine,” to be used in treating a wide 
variety of illnesses. Unable to change the federal laws, however, 
these pro-drug activists turned to the state referendum process, and 
succeeded in passing a number of “medical marijuana” initiatives. 

This has set up a direct conflict between federal and state law, and 
put into sharp focus the competing scientific claims about the value of 
marijuana (and its components) as “medicine.” 

Marijuana was once used as a folk remedy in many primitive 
cultures, and even in the 19*^ century was frequently used by some 
American doctors (much as alcohol, cocaine and heroin were once so 
used). By the 20*^ century, however, its use by legitimate medical 
practitioners had dwindled, while its illegitimate use as a 
“recreational” drug had risen. The drug was finally banned as a 
medicine in the 1930’s. Beginning in the 1970’s, however, individuals 
began reporting anecdotal evidence that marijuana might have some 
medically beneficial uses, most notably in suppressing the nausea 
associated with cancer chemotherapy. Today, the evidence is still 
essentially anecdotal, but many people take it as a “fact” that 
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marijuana is a piover, medicine. One ot the micin purpcscs of Ihif 

hearing is to examine that claim. 

At present, the evidence in favor of marijuana's utility as a 
medicine remains anecdotal and unproven. An Institute of Medicine 
study published in 1999 reviewed the available evidence and 
concluded that, at best, marijuana might be used as a last resort for 
those suffering from extreme conditions. This report is repeatedly 
cited by the pro-marijuana movement as “proof that marijuana is safe 
for medical use. In fact, the report stressed that smoking marijuana is 
not a safe medical delivery device and exposes patients to a 
significant number of harmful substances. 

In contrast to its supposed medical benefits, the negative health 
effects of marijuana are well-known and have been proven in 
scientific studies: among other things, the drug is addictive, impairs 
brain function, and when smoked greatly increases the risk of lung 
cancer. The respiratory problems associated with smoking any 
substance make the use of marijuana cigarettes as “medicine” highly 
problematic; indeed, no other modern medicine is smoked. 

It is quite possible, however, that some components of 
marijuana may have legitimate medical uses. Indeed, the Institute of 
Medicine report so often erroneously cited as supporting smoked 
marijuana actually stated that “if there is any future of marijuana as a 
medicine, it lies in its isolated components, the cannabinoids and 
their synthetic derivatives.” Interestingly, the federal government has 
already approved a marijuana derivative called Marinol - but rarely 
do the pro-marijuana advocates mention this. The federal 
government has also approved further studies of the potential use of 
marijuana or marijuana derivatives as medicine. Moreover, in the 
United Kingdom a pharmaceutical company has applied for a license 
to market an inhalant form of marijuana called Sativex. Thus, the real 
debate is not over whether marijuana could be used as medicine; the 
debate is over the most scientifically safe and effective way that 
components of marijuana may be used as medicine. 

The responsibility for ensuring that any drug - whether derived 
from marijuana or not - is safe and effective has been entrusted to 
the U.S. Food and Drug Administration (FDA). Under federal law, the 
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FDA must review, test and approve each medicine, and determine 
what conditions or diseases each drug may be used to treat, and at 
what dosage level. The FDA continues to monitor each drug, making 
sure that it is manufactured and marketed properly, and that 
unforeseen side effects do not jeopardize the public health. 

State laws purporting to legalize marijuana for medical 
purposes bypass these important safeguards. California and Oregon 
have adopted the most wide-reaching such laws. They allow anyone 
to use, possess, and even grow his own marijuana, provided he 
obtains the written “recommendation" of a doctor. Few, if any, 
restrictions are placed on what conditions marijuana may be used to 
treat; virtually no restrictions are placed on the content, potency or 
purity of such “medical” marijuana. 

The laws adopted in California, Oregon and other states are 
extremely open-ended; California law even allows marijuana to be 
used for migraine headaches. This has led to a number of uses of 
marijuana as “medicine” that I believe to be highly questionable. For 
example, one of our witnesses. Dr. Phillip Leveque, has personally 
written recommendations for over 4,000 people to use marijuana. 
Another of our witnesses. Dr. Claudia Jensen, has recommended that 
teenagers use marijuana for the treatment of psychiatric conditions 
like attention deficit disorder (ADD). Only a small percentage of 
“medical” marijuana users in California and Oregon have actually 
used the drug to treat the conditions for which it was publicly 
promoted, namely the nausea associated with chemotherapy and 
“AIDS wasting syndrome.” In Oregon, statistics kept by the state 
medical marijuana program indicate that well over half of the 
registered "patients” use the drug simply for “pain,” while less than 
half use it for nausea, glaucoma, or conditions related to cancer or 
multiple sclerosis. In San Mateo, California a study of AIDS patients 
showed that only 28 percent of the patients who used marijuana did 
so even to relieve pain; over half used it to relieve “anxiety” or 
“depression,” and a third used it for “recreational” purposes. 

This raises one of the key questions we must address today: if 
we are going to treat marijuana as a medicine, will we subject it to the 
same health and safety regulations that apply to other medicines? 

We do not allow patients to grow their own opium poppies to make 
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painkillerf tike morphine . Oxycontin anh even heroin with just a 

“doctor’s recommendation.” We do not allow people to manufacture 
their own psychiatric drugs like Prozac or Xanax to treat headaches. 
Why, then, should we authorize people to “grow their own” marijuana, 
when the potential for abuse is high and there is little or no scientific 
evidence that it can actually treat all of these illnesses and 
conditions? Why should we abandon the regulatory process that 
ensures that drugs are manufactured at the right potency level and 
contaminant-free? Why should we stop the oversight that makes 
sure that drugs are being administered in the right dosage and in the 
safest manner? 

Our witnesses today will try to answer those and other key 
questions, from a wide variety of perspectives. We welcome back Dr. 
Nora Volkow, Director of the National Institute on Drug Abuse (NIDA) 
at the National Institutes of Health, the federal agency with the 
greatest expertise on the health effects of marijuana and other drugs. 
Representing the key federal agency with the responsibility for 
regulating medical drugs, we also welcome back Dr. Robert Meyer, 
Director of the FDA’s Office of Drug Evaluation II, Center for Drug 
Evaluation and Research. Here to discuss the process of applying 
for a federal license to grow marijuana for research purposes, we are 
joined by Ms. Patricia Goode, Chief of the Liaison and Policy Section 
at the DEA’s Office of Diversion Control. 

We are also pleased to welcome two representatives of state 
medical boards that have been forced to attempt to regulate the use 
of marijuana by doctors. Dr. James D. Scott, a Member of the Oregon 
Board of Medical Examiners, and Ms. Joan Jerzak, Chief of 
Enforcement for the Medical Board of California. We are also joined 
by three advocates of the use of marijuana as medicine. Dr. Jensen 
and Dr. Leveque, and Mr. Robert Kampia of the Marijuana Policy 
Project. 1 am grateful in particular to Dr. Leveque and Dr. Jensen for 
their willingness to come and testify about their controversial medical 
practices, and I anticipate a frank and open discussion with them. 
Finally, we are pleased to welcome Dr. Robert DuPont of the Institute 
for Behavior and Health, Inc., an expert on marijuana and drug abuse 
and a former head of NIDA. We thank everyone for taking the time to 
join us today, and I look forward to your testimony. 
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Mr. SOUDER. Mr. Cummings. 

Mr. Cummings. Thank you very much, Mr. Chairman. 

The possession and sale of marijuana has been illegal under Fed- 
eral law since 1937 when Congress passed the Marijuana Tax Act. 
Prior to that time, however, Americans could legally purchase at 
least 27 medicines containing marijuana, many of them manufac- 
tured by reputable pharmaceutical firms that remain in existence 
today. 

In 1970, Congress passed the Controlled Substance Act, 
classifying all illegal and prescription drugs according to five sched- 
ules. Marijuana was and remains classified as a Schedule I sub- 
stance, meaning that it has a high potential for abuse, has no cur- 
rently accepted medical use and treatment in the United States, 
and cannot be used in an acceptably safe manner under medical 
supervision. Possession and sale of Schedule I substances are gen- 
erally prohibited and punishable by Federal criminal statutes. 
Clinical trials involving Schedule I and other controlled substances 
are permitted, subject to the approval of the Food and Drug Ad- 
ministration. 

The Controlled Substances Act allows for the reclassification of 
substances on the basis of new evidence of their safety and efficacy. 
Along with other Federal law enforcement agencies, the Drug En- 
forcement Administration enforces Federal anti-drug laws and the 
DEA also is responsible for approving applications by research in- 
stitutions to cultivate marijuana in bulk for research purposes. 

Changes in the law have not altered the perception or belief of 
many Americans who continue to believe that marijuana has medi- 
cal or medicinal benefits and that it should be legally available for 
the treatment of various conditions and ailments. Beginning in the 
1990’s, numerous States, California and Oregon prominent among 
them, passed legislation or ballot initiatives legalizing medical 
marijuana, resulting in a conflict in those States between State law 
and the Controlled Substances Act. 

In 2001, the Supreme Court ruled that California’s Medical Mari- 
juana Law, Proposition 215, did not create a valid defense to a Fed- 
eral prosecution for marijuana possession on the basis of medical 
necessity. Still, Proposition 215 remains on the books and medical 
marijuana remains legal as a matter of State law. 

Federal law enforcement agencies have asserted their authority 
to enforce the Federal prohibition by conducting raids on medical 
marijuana distribution centers and private homes in medical mari- 
juana States. Further complicating the matter, a 2003 ruling by 
the Supreme Court affirmed the right of physicians under the first 
amendment to recommend marijuana for their patients free of Gov- 
ernment censorship. A few physicians have earned notoriety for 
prescribing marijuana for a wide range of ailments ranging from 
pain and wasting associated with cancer and HIV-AIDS to depres- 
sion and attention deficit disorder. 

Meanwhile, research has confirmed the efficacy of the synthetic 
marijuana drug, Marinol, which is classified separate from natural 
marijuana on Schedule III, rather, on the Controlled Substances 
Act. As of 1999, the bulk of the scientific literature as evaluated 
by the Institute of Medicine in a prominent study appears not to 
support the use of smoked marijuana as a medicine, except in a 
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small number of unusual cases. The lOM recommended, however, 
that additional scientific research should be undertaken to deter- 
mine the potential benefits of marijuana and marijuana-derived 
drugs. 

Our witnesses represent a wide range of perspectives and will at- 
tempt to help the subcommittee to sift through the competing 
claims regarding the efficacy or potential efficacy of marijuana and 
marijuana-derived medicines, as well as the harms that accompany 
marijuana use and the public health implications of State medical 
marijuana laws. Hopefully they will shed new light on the current 
state of research within and beyond the United States, including 
recent developments in the United Kingdom, where a drug com- 
pany has submitted an application to market an inhalant form of 
marijuana to treat a variety of symptoms and conditions. 

I look forward to the hearing today and I yield back. Thank you, 
Mr. Chairman. 

Mr. SOUDER. Mr. Carter, do you have any opening comments? 
Ms. Norton. 

Ms. Norton. Thank you, Mr. Chairman. 

I’m not going to be able to stay to hear the testimony, but I did 
want to come and say I appreciate your having this hearing and 
the range of witnesses that you have invited to testify. Because it 
is the absence of Federal leadership that I think is why many 
States move ahead on their own to try to at least make medicinal 
marijuana available. Of course, occasionally there are prosecutions, 
but not a great many, because the Federal authority obviously un- 
derstands where they are most needed when it comes to the pros- 
ecution of our drug laws. 

I would think, though, that the fact that we have 8 to 10 States 
moving ahead to legalize medical marijuana would have caused far 
more vigorous Federal research and leadership than we have seen 
thus far. This city was one of the several cities that had simply 
moved forward on its own, not because the council or the legislative 
body for the District of Columbia decided that medicinal marijuana 
was something that the people of the District of Columbia should 
have, but because the people of the District of Columbia voted to 
allow medical marijuana in this city in Initiative 59. That of 
course, that provision of course, was remanded by the Congress of 
the United States, as it has not been able to do in any of the 
States, which have proposed similar laws, and shouldn’t be able to 
do to a local law here. 

In any case, the point of Initiative 59 should be understood. 
There was no elected official that put it on the ballot, there was 
no official body that put it on the ballot. An AIDS victim collected 
the signatures and put the matter on the ballot. That AIDS victim 
has since died. Essentially what he was seeking was the use, the 
legal use of medical marijuana to alleviate some of his own AIDS 
symptoms. 

I must say that there were some organizations and individuals 
seeking legalization of marijuana for its own sake that morphed 
into the District all of a sudden, but it should be said that this 
proposition emanated from a patient, and was approved by the 
residents of the District of Columbia and had nothing to do with 
the legalization of marijuana itself. The people of the District of Co- 
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lumbia have been very clear that they want the two to be distin- 
guished. 

My own sense is that young people should lay off the entire set 
of controlled substances, whether they are very harmful or terribly 
harmful, from marijuana to heroin, or for that matter, and by the 
way, heroin has become increasingly popular with young middle 
class students. And for that matter they should lay off alcohol, 
which is perhaps the drug of choice for young people in college 
today. So you don’t find me saying any of these things are good for 
you, or because you’re young and foolish, go right ahead. 

When it comes to medical marijuana, we are about a serious 
matter and one that frankly, I think our Government could have 
found the answer one way or the other to long before now. But the 
greatest objection I have is not about this medical controversy. 
Most people with AIDS today are not going to seek medical mari- 
juana. This is not a raging controversy in the country. 

Do you know what is a raging controversy in the country? It is 
putting young people in jail for smoking pot. Wherever you stand 
on these matters, it doesn’t seem to me that we ought to ruin a 
kid’s life by giving him a record for smoking pot, and to the credit 
of most of the States of the United States, they understand that. 
There are very few such arrests made, nevertheless, as it stands, 
it is on the books that way, and you can get yourself a prosecutor 
who will in fact enforce it that way, particularly if you don’t hap- 
pen to be an empowered part of this society, which brings me to 
the next point. 

The Congress of the United States has gone so far as to say you 
can’t get educational grants if you’ve been put in jail for — sorry, if 
you have a record of any kind for smoking pot. Do you know who 
that falls on? Middle class white kids don’t very often have records 
for smoking pot. But if you live in drug infested parts of the inner 
city where you’re surrounded by drugs from the moment you hit 
the streets as a kid, it is probably the case that you will smoke 
something before you go to college. 

The notion of denying Pell Grants and denying therefore a col- 
lege education to kids who happen to live in a drug culture, no 
matter how drug free they are today, is the real crime to me. While 
this is an important hearing, because it’s way past time for the 
Federal Government to in fact straighten out this matter, the 
state-of-the-art research could have been done by now, so that we 
lay this matter to rest, there are far more serious matters affecting 
controlled substances that deserve our attention. 

Thank you. 

Mr. SOUDER. Thank you. 

A couple of things for the record. I think it needs to be said that 
the Ninth Circuit ruled and the Supreme Court didn’t review, 
which is a little different than the Supreme Court making the deci- 
sion. We’re not going to debate the preemption law today, because 
the Supreme Court has already ruled on preemption. In fact, we 
fought a civil war over preemption. States do not have the right to 
pass laws contrary to Federal law any more than the States have 
referendums to pass and support slavery. We fought a war and 
said. Federal law prevails. You don’t have the right of nullification. 
Now, how we enforce those is another question. 
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One other thing on the record. As the author of an amendment, 
I did not, Congress did not pass a law that said if you had a drug 
conviction you couldn’t get a Pell Grant or a loan. Congress passed 
a law that said if you have a Pell Grant you will lose it. The Clin- 
ton administration interpreted it and the Bush administration 
falsely continued that interpretation, which we are about to repeal 
in the Higher Ed Act. 

Also before we start, I want to take a point of personal privilege, 
because today is the last day for a long time member of my staff, 
Nicole Garrett. She came to us highly recommended from the Cali- 
fornia Department of Justice, Bureau of Narcotic Enforcement, 
where she had worked on California’s growing problem of clandes- 
tine meth labs. 

I hired her as a junior staffer the first week of June 2002, and 
promoted her to clerk of the Subcommittee on Criminal Justice, 
Drug Policy and Human Resources on July 28th of that year. Since 
then she has been ably and efficiently handling the logistics and 
follow-through that has been required for 36 congressional hearings 
in Washington and across America. She has also made invaluable 
contributions to our policy work on extradition and other criminal 
justice issues, and as our subcommittee’s primary public relations 
staffer, was always both pleasant and effective. 

Her work on this subcommittee, the California Department of 
Justice, Bureau of Narcotics Enforcement, the San Jose Police De- 
partment and her volunteer work with the concerns of police sur- 
vivors does great honor to the memory of her father. Sergeant 
George Garrett, who was head of the Redwood City Police Depart- 
ment’s narcotics detail. He was killed in the line of duty on May 
8, 1981. 

Nicole, I have been impressed by your dedication to making this 
country a better place and wanted to say so on the record. I wish 
you and your family all the best as you return to California, and 
we will miss you very much. 

[Applause.] 

Mr. SouDER. Now I would like to ask unanimous consent that all 
Members have 5 legislative days to submit written statements and 
questions for the hearing record, and that any answers to written 
questions provided by the witnesses also be included in the record. 
Without objection, it is so ordered. 

I also ask unanimous consent that all exhibits, documents and 
other materials referred to by Members and witnesses may be in- 
cluded in the hearing record, and that all Members be permitted 
to revise and extend their remarks. Without objection, it is so or- 
dered. 

Our first panel, if you’ll stand and raise your right hands. I’ll ad- 
minister the oath. 

[Witnesses sworn.] 

Mr. SouDER. Let the record show that each of the witnesses has 
answered in the affirmative. 

I want to welcome Dr. Volkow back, and you are recognized for 
5 minutes. 
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STATEMENTS OF NORA D. VOLKOW, M.D., DIRECTOR, NA- 
TIONAL INSTITUTE ON DRUG ABUSE, NATIONAL INSTITUTES 
OF HEALTH, U.S. DEPARTMENT OF HEALTH AND HUMAN 
SERVICES; ROBERT J. MEYER, M.D., DIRECTOR, OFFICE OF 
DRUG EVALUATION H, CENTER FOR DRUG EVALUATION 
AND RESEARCH, FOOD AND DRUG ADMINISTRATION, U.S. 
DEPARTMENT OF HEALTH AND HUMAN SERVICES; AND PA- 
TRICIA GOOD, CHIEF, LIAISON AND POLICY SECTION, OF- 
FICE OF DIVERSION CONTROL, DRUG ENFORCEMENT AD- 
MINISTRATION 

Dr. VoLKOW. Good afternoon, Chairman Souder and members of 
the subcommittee. I am pleased to be here with my colleagues, Dr. 
Robert Meyer from FDA and Patricia Good from DEA. 

I would like to focus my comments today on the tremendous 
progress that the National Institute on Drug Abuse has made in 
the past 16 years to inform us about marijuana and its health con- 
sequences. Fact No. 1, marijuana has been and continues to be the 
No. 1 illegal drug in this country. Fact No. 2, marijuana is not a 
benign drug. It has many adverse health and social consequences, 
including the often overlooked fact that marijuana can lead to ad- 
diction. 

Of the 21 million people who reported using marijuana in 2001, 
more than 2 million met the diagnostic criteria for marijuana ad- 
diction. More people are addicted to marijuana than to heroin, co- 
caine and all the other illicit drugs put together. It is also bringing 
more people to our emergency rooms. There has been a 164 percent 
increase in emergency room visits involving marijuana since 1995. 

Moreover, a recent study found that early exposure to marijuana 
increased the likelihood of a life filled with drug and addiction 
problems. Another study found that those who have engaged in a 
lifetime of heavy marijuana use report an overall dissatisfaction 
with their mental and physical health, as well as their life achieve- 
ments. These data provide a glimpse of the impact this drug has 
on our society. 

Marijuana disrupts memory, attention, judgment and other cog- 
nitive functions. It can impair motor coordination, time perception 
and balance, and its likely to contribute significantly to motor vehi- 
cle accidents. Basically, marijuana can affect almost every organ 
and system in the body, including the immune system, the heart 
and the lungs. Because marijuana is typically rolled into a ciga- 
rette, or joint, and smoked, it has many carcinogenic chemicals. It 
can also increase the likelihood of some cancers. 

Marijuana itself is not just a single drug. It consists of dry leaves 
from the hemp plant, cannabis sativa, and it contains more than 
400 chemicals. Delta-9-tetrahydrocannabinol [THC] is the primary 
ingredient in marijuana that causes the intoxicating effects, or 
high. 

While researchers were investigating why marijuana is abused 
and how it affects the brain, they discovered a new neural trans- 
mitter system. They found the brain has specific sites where mari- 
juana binds, called cannabinoid receptors. Many of these receptors 
are found in the brain areas related to pleasure, motivation, mem- 
ory and movement coordination. Recently, a second type of 
cannabinoid receptor was discovered, and this cannabinoid recep- 
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tor, which is outside the brain, is involved in immune function and 
in pain perception. 

The discovery of these endogenous cannabinoid systems is now 
allowing scientists and pharmaceutical companies to develop some 
very useful medications, not just for drug abuse, but for a wide va- 
riety of medical conditions, including chronic pain, obesity, smoking 
and alcoholism, among others. 

In addition to pursuing promising new compounds, the Depart- 
ment of Health and Human Services has also responded to the rec- 
ommendations made by the NIH and the Institute of Medicine re- 
ports. Both reports concluded that further research into the poten- 
tial medical uses of marijuana is justified. NIH has been open to 
receiving research proposals on this topic, and those that are 
deemed meritorious by the peer review process are considered for 
funding. 

One current NIH study is looking at the effects of oral THC and 
smoked marijuana on appetite, weight gain and other behavioral 
and performance measures in HIV infected patients. To maximize 
research opportunities, HHS created a mechanism to provide re- 
search grade marijuana on a reimbursable basis to non-federally 
funded researchers. Currently, there are 17 protocols from a Cali- 
fornia State funded research center that have been approved. The 
protocols are for a range of medical conditions, including pain, 
spasticity, nausea and HIV infection. These represent a substantial 
increase in scientifically valid research studies involving mari- 
juana. 

This research, coupled with the recent discovery of the 
cannabinoid system and the tremendous science advances that 
have followed are leading us to a wealth of new opportunities for 
the development of useful non-addictive cannabinoid based medica- 
tions for a variety of health conditions. To conclude, the scientific 
evidence is clear, marijuana is an addictive substance that has ad- 
verse health and behavioral consequences. It is also true that the 
cannabinoid system through which marijuana asserts its effects of- 
fers a wide range of potential therapeutic applications. However, 
cannabinoid medications are being developed that optimize the 
therapeutic properties and minimize adverse effects. 

Thank you, and I will be happy to respond to any questions you 
may have. 

[The prepared statement of Dr. Volkow follows:] 
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InsiiuUe on Drug Abuse (NIDA), a component of the National Inslitmes of Health, to participate in this 
important hearing. As the world’s largest supporter of biomedical research on drug abuse and 
addiction, we have learned much about the behavioral and health effects of marijuana over the past 1 5 
years. Additionally, we have a greater understanding of how marijuana and other drugs of abuse affect 
the brain. I am pleased to be here with my colleagues to present what the science has taught us about 
marijuana, the health consequences associated with its use, as well as to briefly describe the role that 
NIDA and the Department play in supporting research on the potential medical uses for marijuana and 
its constituents. 


MARIJUANA OVERVIEW 

I would like to begin this afternoon by providing a quick overview of our Nation’s most 
commonly used illicit drug, marijuana. As we all know, marijuana is not a new drug. It has been 
around and used for thousands of years. In fact, more than 95 million Americans (40 percent) age 12 
and older have tried marijuana at least once, according to the 2002 National Survey on Drug Use and 
Health (NSDUH). In 2000, among the 1.5 million adult substance abuse treatment admissions (age 18 
or older), 154,400 were admitted as primary marijuana abusers. 

Marijuana is also not just a single drug — it is a mixture of dried flowering leaves from the hemp 
plant cannabis sativa. It contains more than 400 chemicals. Over 60 of these chemicals are referred to 
as cannabinoids. Delta-9-tetrahydrocannabinol or (THC) is the main psychoactive cannabinoid or 
ingredient in marijuana and the one that causes intoxication. 
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effects. When someone smokes marijuana, THC rapidly passes from the lungs into the bloodstream, 
which carries the chemical to organs throughout the body, including the brain. In the brain, THC 
connects to specific sites called cannabinoid receptors on nerve cells and thereby influences the 
activity of those cells. Some brain areas have many cannabinoid receptors; others have few or none. 
Most cannabinoid receptors are found in the parts of the brain that influence pleasure, memory, 
thought, concentration, sensory and time perception, and coordinated movement. Recently researchers 
have also found that cannabinoid receptors are found outside the brain. The newly discovered 
cannabinoid 2 receptors, for example, are found mostly in areas associated with immune function. 


HEALTH EFFECTS OF MARIJUANA 

There are numerous deleterious health consequences associated with short and long-term 
marijuana use, including the possibility of becoming addicted. During the period of intoxication, 
marijuana disrupts short-term memory, attention, judgment, as well as other cognitive functions. In 
addition, marijuana has also been shown to impair coordination and balance, and can increase an 
individual’s heart rate. Longer lasting cognitive deficits have been reported in heavy marijuana users, 
although these have been shown to be reversible following a period of sustained abstinence. New 
research published last year shows that those who engage in a lifetime of heavy marijuana use reported 
an overall dissatisfaction with their mental and physical health as well as their life achievement. 

Recently we have learned that there is in fact a marijuana withdrawal syndrome that can last 
several days to a week following abstinence. This syndrome is characterized by increased anxiety, 
increased drug craving, sleep difficulties, and decreased appetite. It is very similar to the withdrawal 
that many users report after abstaining from nicotine and may explain why quitting marijuana can be 
difficult for some. 
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New research is also showing us thal marijuana can affect almost every organ in the body, from 
the centra) nervous system to the cardiovascular, endocrine, respiraiory/pulmonary, and immune 
systems. Because marijuana is typically rolled into a cigarette or “joint” and smoked, it has been 
shown to greatly impact the respiratory system and increases the likelihood of some cancers. 

Marijuana users typically inhale more deeply and hold their breath longer than tobacco smokers do, 
exposing them to the 50 percent to 70 percent more carcinogenic hydrocarbons than tobacco smoke 
has. Also, animal studies show us that THC can impair the immune system's ability to fight off 
infectious diseases thus increasing the likelihood of adverse health consequences. In humans however, 
the overall effect on the immune system is not clear. One clinical study on short-term exposure (21 
day) to marijuana cigarettes in HIV-infected adults who were on a stable antiretroviral regimen did not 
find an effect of marijuana on the immune system in this population. Whether marijuana exerts 
significant immune effects when administered over long periods of time has not been studied. 

Also, we are finding thal early exposure to marijuana is associated with an increased likelihood 
of a lifetime of subsequent drug problems. A study, published last year in the Journal of the American 
Medical Association of over 300 fraternal and identical twin pairs, who differed on whether or not they 
used marijuana before the age of 1 7, found that those who had used marijuana early had elevated rates 
of other drug use and drug problems later on, compared to their twin who did not use marijuana before 
age 17. 


Finally, there are also some known subtle effects associated with children bom to mothers who 
used marijuana frequently while pregnant. An ongoing longitudinal study thal has been investigating 
the consequences of prenatal exposure to marijuana, for example, recently published results in this now 


4 



19 


ciUujchtcni aHcu popuiunon and jourid ihui piciiaiai cxpxjiujt. xai a.sSu^.»aicd worse perfoi'mance oii 
lasks tlial required visual memory, analysis, and integration. 


RESEARCH ON MEDICAL USES OF MARIJUANA: 

TWO SIGNIFICANT REPORTS BY THE NIH AND lOM 

Marijuana is currently listed as a Schedule I drug. Schedule I under the Controlled Substances 
Act means that the drug has a high potential for abuse and that there is no current accepted medical use 
in the United States. However, there continue to be claims about the potential medical uses of 
marijuana, particularly smoked marijuana. THC, the main active ingredient in marijuana, produces 
effects that can be useful for treating several medical conditions. Several early studies supported by 
NIH to examine claims, for example, that marijuana relieved the nausea and vomiting accompanying 
cancer chemotherapy, have in fact led to the FDA approval of a synthetic form of oral THC for nausea 
associated with cancer chemotherapy. More recently, the FDA has approved oral THC for treatment of 
AIDS wasting. 

There have been at least two exhaustive and comprehensive reports written in the past decade 
regarding the medical potential of marijuana by the National Institutes of Health (NIH) and the Institute 
of Medicine (lOM). in February 1997, the NIH convened a panel of eight non-federal experts in fields 
such as cancer treatment, infectious diseases, neurology, and opthalmology for a two-day meeting to 
examine the extant research on the medical uses of marijuana and its active constituents, primarily 
THC. In 1 999, the Office of National Drug Control Policy commissioned the lOM to do an exhaustive 
study as well. “Marijuana and Medicine: Assessing the Science Base” was published in 1999. 

Both reports found that there are too few scientific studies to determine marijuana’s therapeutic 
utility, but that research is justified into marijuana’s use for certain conditions or diseases including 
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pain, neurologicaj and movement disorders, nausea in patients who are undergoing chemotherapy for 
cancer, and loss of appetite and weight (cachexia) related to AIDS. 

The reports noted that there is greater promise in purifying the active constituents of marijuana 
and developing alternate delivery systems, such as inhalers, rather than studying smoked marijuana. 

The reports also noted that alternative FDA-approve<1 medications already exist for treatment of the 
majority of proposed uses of smoked marijuana. For example, synthetic oral forms of THC, the major 
active ingredient in marijuana, have been approved by the FDA for use by patients undergoing 
chemotherapy and by patients with AK)S. 

FACILITATING RESEARCH ON THE MEDICAL USES OF MARIJUANA 

Additional research on the possible medical uses of marijuana and its constituents has continued 
since these reports were issued. The NIH has continued to accept proposals to investigate potential 
therapeutic uses of marijuana through its peer review process, and those that are scientifically 
meritorious have been considered for funding. Since the Reports by the lOM and NIH have been 
written, there have been two studies that have been supported by the NIH. One study looked at the 
effects of smoked marijuana on HIV levels and appetite and reducing weight loss associated with HIV- 
related wasting syndrome. Another ongoing study is looking at the effects of THC (smoked marijuana 
and oral) in individuals who have the human immunodeficiency virus infection (HIV+) with unintended 
weight loss (<90 percent body cell mass/height). In addition to studying food intake and body 
composition, they are also studying mood and physical symptoms (e.g. nausea stomach pain), 
psychomotor task performance and sleep to determine the specificity of the drug effects on food intake 
in relation to other behaviors. 


6 



21 


]ji Mu) 199*^. liic DeparuijLiii unjjuujitcd H would cieau a u. ]i;o'' idt iCSLurcj',- 

grade marijuana not only for NIH-funded resparch but also for scientifically valid research that is 
funded by other sources. A multi-agency Public Health Service (PHS) committee now reviews non- 
NIH funded studies and assesses them both for scientific quality and the likelihood that they will yield 
data on possible benefits. 

After the PHS committee approves a study, the researcher applies for an Investigational New 
Drug Application (IND) from the FDA and must also obtain a DEA registration number for Schedule 1 
substances. When these are obtained, NIH provides research-grade marijuana for the project on a 
reimbursable basis (researchers reimburse NIDA’s contractor for the costs of growing and producing 
the research-grade marijuana). Since NIDA’s inception in 1974, it has been the administrator of a 
contract to grow marijuana for research purposes on behalf of the US government. In this way, NIH is 
able to produce and supply research-grade marijuana for a variety of clinical studies that would not 
otherwise be possible. 

Most of the research approved by the PHS committee so far is sponsored by the Center for 
Medicinal Cannabis Research at the University of California in San Diego, a slate funded research 
center. Currently there are 17 pre-clinical or clinical studies that have been approved by HHS for this 
Center. Topics to be covered include cannabis for spasticity/tremors in multiple sclerosis patients, 
sleep disorders, CD4 immunity in AIDS, and for neuropathic pain. This represents a substantial 
increase in scientifically valid research studies involving marijuana. 

THE PROMISE OF RESEARCH 

Researchers have made much progress in the past 15 years in understanding how marijuana 

exerts its effects. In fact, the support of basic research on marijuana led to the discovery of the 

endogenous caraiabinoid system. Since 1988, scientists have discovered two major classes of 
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caniKibinoid receplors. one lhai i? moslly found in the brain. “CBl." and "CB2. ’‘which is noi in ihe 
central neiwous system and is predominantly found on immune system cells. This cannabinoid system 
is involved in a number of physiological functions, including pain regulation, appetite, movement and 
motor function, memory, as well as its role in marijuana’s abuse liability and addiction. 

These breakthroughs have led to research advances and medicinal developments at a rapid pace. 
The presence of this newly discovered receptor system in the brain circuitry controlling learning and 
memory is yielding new insights into how marijuana disrupts memory traces. Additionally, recent 
research shows that there are connections between the cannabinoid system and the neuronal processes 
connected with relapse to cocaine abuse, lending further support to the commonality in the brain 
processes mediating addiction. 

The discovery and characterization of the cannabinoid receptors has allowed scientists to 
begin to develop potential medications to treat a variety of ailments, including obesity, pain, arid 
addictive disorders. In 1 994, researchers produced the first CBl-specific cannabinoid receptor 
antagonist, SRI 41 71 6, (now called Rimonabant) which is able to block THC’s ability to activate the 
CBl receptor. Preclinical and clinical research suggests that Rimonabant blocks the subjective high 
elicited by marijuana and may also be useful in preventing relapse to other drug use. Two large clinical 
trials supported by the pharmaceutical industry also have found that Rimonabant may help people lose 
weight and stop smoking. 

Today marijuana-related research continues to yield valuable insights into the effects of THC on 

critical brain functions, such as cognition and memory, the role of the drug’s receptor system in 

addiction and relapse, as well as insights into the treatment of marijuana addiction and the potential role 

of cannabinoid-based medications in treating a variety of medical conditions. Finally, these insights are 
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provide us with proven strategies that can be employed to help us elucidate other systems. 

CONCLUSION 

Marijuana is not a benign drug. It is illegal and has significant adverse health and social 
consequences associated with its use. Given the fairly recent discovery of the endogenous cannabinoid 
system and the tremendous science advances that followed, the development of useful cannabinoid- 
based medicines is an important area of investigation that should prove fruitful for a variety of health 
conditions. However, the use of smoked marijuana as a medicine is problematic due to its adverse 
health consequences and the inherent difficulties with respect to accurate dosing and the purity of the 
formulation. Approval for the use of marijuana, or perhaps more importantly purified compounds based 
upon the chemicals found in marijuana, as therapeutic agents must show substantial evidence of 
effectiveness and show the product is safe under the conditions of use in the proposed labeling. Safe, in 
this context, means that the benefits of the drug appear to outweigh its risks. 

Thank you for allowing me to share this information with you. I will be happy to answer any 
questions you may have. 
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Mr. SOUDER. Thank you very much. 

Dr. Meyer, thank you for coming to our subcommittee again, and 
please go ahead with your testimony. 

Dr. Meyer. Good afternoon, Mr. Chairman and members of the 
subcommittee. I’m Dr. Robert Meyer, Director of the Office of Drug 
Evaluation II at FDA’s Center for Drug Evaluation and Research. 

I’m pleased to be here today with my colleagues from NIDA and 
DEA. FDA appreciates the opportunity to discuss the need for a 
science based approach to evaluating the merits of marijuana for 
medical purposes. Marijuana, botanical marijuana is not an ap- 
proved drug. 

Let me first speak about the drug approval process. FDA’s pri- 
mary mission for over 90 years has been to promote and protect the 
public health under the authority of the Federal Food, Drug and 
Cosmetic Act and the Public Health Service Act. The FD&C Act re- 
quires that new drugs be shown to be safe and effective before 
being marketed in this country. A new drug may not be distributed 
in interstate commerce until a sponsor, usually a drug manufac- 
turer, has submitted and FDA has approved a new drug applica- 
tion or a biologic license application for that product. 

For approval, an NDA or BLA must contain substantial scientific 
evidence that demonstrates the safety and effectiveness of the drug 
for its intended use. The first step a sponsor usually must take to 
obtain approval for a new drug is to test the drug in animals for 
toxicity. The sponsor submits these data, along with proposed stud- 
ies, the qualifications of its investigators and assurances of in- 
formed consent and protection of the rights and safety of the 
human subject to the FDA in the form of an investigational new 
drug application [IND]. FDA reviews the IND for assurance that 
the proposed studies, generally referred to as clinical trials, do not 
place human subjects at unreasonable risk of harm. FDA also veri- 
fies that there are adequate assurances of informed consent in 
human subject protection. 

At that point, the first of three phases of studies in humans can 
begin. Phase I studies primarily focus on the safety of the drug in 
humans. Phase II studies are clinical studies involving a limited 
number of subjects to explore the effectiveness of the drug for a 
particular indication over a range of doses and to determine short 
term common side effects. The next step is to conduct phase III 
studies involving up to several thousands subjects. These studies 
firmly establish efficacy for a particular indication, and also pro- 
vide further safety data. 

Once the phase III trials are completed, the sponsor may submit 
the results of all the relevant testing to the FDA in the form of an 
NDA. FDA’s reviewers review the application to determine if the 
sponsor’s data in fact show the drug is both safe and effective. The 
drug’s manufacturing processes are also evaluated to make sure 
the drug can be produced consistently with high quality. 

Results of controlled clinical trials, which form the core of an 
NDA or BLA are the basis for evidence based medicine. These 
trials allow physicians and patients to use therapies with a clear 
understanding of their benefits and risks, and in some cases, form 
the basis for strong public health recommendations. 
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Let me now turn to the topic of marijuana. I want to repeat, bo- 
tanical marijuana is not approved for any indication in the United 
States. Pursuant to the Food, Drug and Cosmetic Act, FDA is re- 
sponsible for the approval and marketing of drugs for medical use, 
including controlled substances. DEA is the lead Federal agency re- 
sponsible for regulating controlled substances and enforcing the 
Controlled Substance Act [CSA]. The CSA separates controlled sub- 
stances into five schedules, depending upon their approved medical 
use and abuse potential. 

Schedule I controlled substances, such as marijuana, are those 
deemed not to have any legitimate medical use, as well as a high 
potential for abuse. The primary responsibility for enforcement of 
CSA again resides with the DEA. The criminal penalties related to 
Schedule I controlled substances are far greater under the CSA 
than those available under the Eood, Drug and Cosmetic Act for 
the distribution of an unapproved drug. 

EDA regulates marijuana when it is being investigated for use in 
the diagnosis, cure, mitigation, treatment or prevention of disease 
in man or animals. Much of that research is focused currently on 
smoked marijuana. However, due to the inherent toxicities of smok- 
ing, it is likely that any future approvals would not be of smoked 
botanical marijuana. Indeed, the Institute of Medicine has rec- 
ommended that clinical trials be conducted with the goal of devel- 
oping safe delivery systems. 

To date, EDA has approved two drugs, Marinol and Cesamet, for 
therapeutic use in the United States, both of which contain active 
ingredients related to those present in botanical marijuana. As ap- 
proved drugs, these products have been through EDA’s rigorous ap- 
proval process and have been determined to be safe and effective. 

In conclusion, when a drug treatment goes through the EDA 
drug approval process, solid clinical data are obtained and scientif- 
ically based assessment of the risks and benefits of the investiga- 
tional drug is made. Upon EDA approval for marketing, patients 
who need the medication could have confidence that the approved 
medication will be both safe and effective. Without this rigorous 
scientific evaluation, benefits and safety remain uncertain. 

However, EDA will continue to be receptive to sound, scientif- 
ically based research into medical uses of botanical marijuana and 
its derivative cannabinoids. 

I would like to thank the subcommittee again for this oppor- 
tunity to testify on this important issue, and I would be happy to 
take any questions the members of the subcommittee may have. 
Thank you. 

[The prepared statement of Dr. Meyer follows:] 
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Good afternoon, IMr. Chairman and Members of the Subcommittee. I am Dr. Robert Meyer, 
Director of the Office of Drug Evaluation II at the Food and Drug Administration’s (FDA or the 
Agency), Center for Drug Evaluation and Research (CDER). 1 am pleased to be here today with 
my colleague. Dr. Nora Volkow, Director of the National Institute on Drug Abuse (NIDA). 

FDA appreciates the opportunity to discuss the need for a science-based approach to evaluating 
the merits of marijuana for medicinal purposes. 

In my testimony today, 1 will first describe the FDA drug approval process. Second, I will 
clarify FDA’s role in facilitating the objective evaluation of the potential merits of catmabinoids 
for medical uses as well as FDA’s role with respect to enforcement efforts relating to Schedule 1 
Controlled Substances such as marijuana. 


FDA APPROVAL PROCESS 


FDA’s primary mission for over 90 years has been to promote and protect the public health, 
under the authority of the Federal Food, Drug, and Cosmetic (FD&C) Act and the Public Health 
Service Act. These statutes were enacted and amended, in part, in response to public health 
tragedies resulting from the sale to, and use by, an unsuspecting public of unsafe and ineffective 
products sold as medicines and medical devices. The FD&C Act requires that new drugs be 
shown to be safe and effective before being marketed in this country. 
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person wishing to sell to the public a product to prevent, cure or mitigate illness or injury must 
first prove that such product is safe, and actually does what the vendor claims it does. This 
statutory provision affords patients the most effective protection against untested and unproven 
products. 

A new drug or biologic (referred to in this statement as a drug) may not be distributed in 
interstate commerce (except for clinical studies under an investigational new drug application) 
until a sponsor, usually the drug manufacturer, has submitted and FDA has approved a new drug 
application (NDA) or a biologies license application (BLA) for the product. For approval, an 
NDA or BLA must contain sufficient scientific evidence demonstrating the safety and 
effectiveness of the drug for its intended uses. 

The evidence of safety and effectiveness usually is obtained through controlled clinical trials, 
The disciplined, systematic, scientific conduct of such trials is the most effective and certain 
means of obtaining the data tliat document safety and efficacy of a drug and how to use the new 
product so that it will have the most beneficial effect. 

A. INVESTIGATIONAL NEW DRUG APPLICATION PROCESS 
The first step a sponsor usually must take to obtain approval for a new drug is to test the drug in 
animals for toxicity. The sponsor then takes that animal testing data, along with additional 
information about the drug’s composition and manufacturing, and develops a plan for testing the 
drug in humans. The sponsor submits these data, along with proposed studies, the qualifications 
of the investigators who will conduct the clinical studies, and assurances of informed consent 
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FDA rc\icws the IND for assurance that the proposed studies, generally referred to as clinical 
trials, do not place human subjects at unreasonable risk of harm, FDA also verifies that there 
are adequate assurances of infonned consent and human subject protection. At that point the 
first of tliree phases of study in humans can begin. Phase I studies primarily focus on the safety 
of the drug in humans. Phase 1 studies carefully assess how to safely administer and dose the 
drug with an emphasis on evaluation of the toxic manifestations of the therapy, how the body 
distributes and degrades the drug, and how side effects relate to dose. Phase I studies typically 
include fewer than 1 00 healthy volunteers or subjects. 

Phase 11 studies are clinical studies to explore the effectiveness of the drug for a particular 
indication over a range of doses and to determine common short-term side effects. Phase.ll 
studies typically involve a few hundred subjects. Once Phase II studies are successfully 
completed, the drug’s sponsor has learned much about the drug’s appropriate dosing and its 
apparent safety and effectiveness. The next step is to conduct Phase 111 studies involving up to 
several thousand subjects. These studies establish efficacy for a particular indication, examine, 
additional uses, may provide further safety data including long-term experience, and consider 
additional population subsets, dose response, etc. FDA strongly encourages sponsors to work 
closely with the Agency in planning definitive Phase III clinical trials to help assure that the 
trials are designed to have the greatest likelihood of producing results sufficient to provide 
adequate data and penriit the Agency to make appropriate decisions about the safety and efficacy 
of the product. 
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Once Phase IIJ trials arc completed, the sponsor submits the results of all the relevant testing to 
FDA in the form of an NDA, FDA’s medical officers, chemists, statisticians, and 
pharmacologists review the application to determine if the sponsor’s data in fact show that the 
drug is both safe and effective. The drug’s manufacturing process is evaluated to confirm that 
the product can be produced consistently with high quality. It is common to allow subjects in 
Phase 11 and III studies 1o continue on a therapy if it seems to be providing benefit. This practice 
provides long-term safety information at an early stage in this process. At present, there are 
literally thousands of clinical trials ongoing, involving hundreds of thousands of subjects. There 
are over 1 5,000 active INDs for drugs, therapeutic biologies, and biologies filed with the 
Agency, 

Results of controlled clinical trials are the basis of evidence-based medicine. These allow 
physicians and patients to use therapies W'ith a clear understanding of their benefits and risks and, 
in some cases, a basis for strong public health recommendations for treatments. 

Clinical trials also have saved us from unwanted public health consequences. For example, 
when azidothyniidine (AZT) was the only approved AIDS treatment, dideoxycytidine (ddC) was 
made available under treatment- IND for the several years while clinical trials were underway. 
These trials were to assess whether ddC was superior to AZT or if it was effective for patients 
intolerant of AZT. Although the product, ddC, could cause permanent, sometimes severe nerve 
damage, there was great demand for early access to the product. It was even manufactured by 
sources other than the company (probably by amateur chemists) and this “bathtub” ddC was 
made available through buyers clubs when the demand exceeded the sponsor’s supply. FDA 
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What did tlic ddC clinical trials show? In a head-to-head comparison versus AZT as initial 
therapy, an independent data safety monitoring board stopped the trial early because the death 
rale in the ddC group was at least twice higher than in the AZT group. For patients intolerant to 
AZT, a clinical trial compared switching to ddC versus dideoxyinosine (ddl). In this study the 
trend was that ddC had superior survival to ddl. Later studies showed that ddC in combination 
with AZT had superior survival to AZT alone. Each of these studies involved hundreds of 
patients and was essential to determining where ddC improved surv'ival and W'here it did not. 
Although some of the early access uses were later found to be poor choices, physicians 
considered it reasonable at the time to provide the drug w’hile the question was still being 
answered. The important point is that patients are only w'ell serc'ed by early access when the 
controlled clinical trials proceed in parallel w'ith early access. 

A second example that illustrates the importance of conducting clinical trials is the recently 
announced results of the Women’s Health Initiative (WHl) study of estrogen and progesterone in 
treating post-menopausal women conducted by the National Institutes of Health. This large 
(more than 16,000 women), scientifically rigorous clinical trial was done to confmn the wddely 
held belief that estrogen/progesterone therapy in post-menopausal w'omen would significantly 
reduce the risk of cardiovascular events, such as heart attacks and strokes. There was also some 
hope that this post-menopausal therapy might lessen the onset of Alzheimer’s disease. These 
w'idely held beliefs were based on scientific evidence that was not from clinical trials, such as 


6 



32 


cpulcniioloyy. On tlic sutiiplhs ol ilit-si- bcliels. posi-monopausal hormone llicrapx u as \ cr\ 
widely used and growing in popiilaritx . 

The WHI trial or post-menopausal estrogen/progeslerone preceded hut was slopped early due to 
an excess of harm in women taking these drugs compared to placebo. Surprisingly and 
importantly, women given the active drugs w'ere more likely to suffer heart attacks and strokes 
and appeared to be more likely to develop dementia. This study not only failed to prove the 
widely held notion that this therapy was good for preventing these types of occurrences, but 
actually confinned harm. These important results have led to significant changes in the use of 
post-menopausal hormones. 

FDA sometimes uncovers individuals who do not comply with statutory and regulatory drug 
approval requirements. This puts patients at risk of using unproven products and also denies to 
all patients the knowledge of whether the untested therapies may actually work. Distribution of 
unproven products and subsequent widespread use combined with little accountability or liability 
reduces the incentive for manufacturers and health care practitioners to conduct studies of safety 
and effectiveness. We constantly work to find ways to make safe and effective products 
available to patients as quickly and efficiently as possible, consistent with the protections 
established in the law. It is essential to preserve the system of controlled clinical trials that 
provides the information necessary to make the final determination on the safety and 
effectiveness of unapproved products. The two concepts, the protection of public health and 
making available treatments for individuals, can and must co-exist. 
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designed lo proiecl human subjccss. Each participani in a research effort - the company that 
sponsors llie research, tlie clinical investigator who conducts llie research, and the Institutional 
Review Board (IRB) is obliged to protect the interests of the people who are taking part in the 
experiments. FDA’s responsibility is to see that the safeguards are met. FDA monitors the 
activities of research sponsors, researchers, IRBs and others involved in the trial. We take very 
seriously our role to protect people enrolled in clinical trials. 

The sponsors of research -- usually, manufacturers or academic bodies, but sometimes individual 
physicians — must select well-qualified clinical investigators, design scientifically- sound 
protocols, make sure that the research is properly conducted, and make certain that the clinical 
investigators conduct the research in compliance with all pertinent regulations, including 
requirements for obtaining infonned consent and review by an IRB. The primary regulatory 
obligations of the clinical investigator are to: 1) conduct or supervise the study; 2) conduct the 
study according to the approved protocol or research plan; 3) ensure that the study is reviewed 
and approved by an IRB that is constituted and functioning according to FDA and other Federal 
requirements; 4) obtain infonned consent; 5) maintain adequate and accurate records of study . 
observations (including adverse reactions); 6) administer the drug only to subjects under the 
investigator’s personal supervision or under the supervision of a sub-investigator responsible to 
the investigator; 7) report to the sponsor adverse experiences that occur in the course of the 
investigation; and 8) promptly report to the IRB all unanticipated problems involving risks to 
humans or others. 
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Pari 50, is that the clinical investigator must generally obtain the informed consent of a human 
subject or liis/lier legally authorized representative before any FDA-regulated research can be 
conducted. The researcher has to make sure that, whenever possible, the study participants fully 
understand the potential risks and benefits of the experiment before the experiment begins. The 
infonnation provided must be in a language understandable to the subject, and must not require 
the subject to waive any legal rights, or release those conducting the study from liability for 
negligence. The clinical investigator must tell the human subjects important infonnation about 
the study and its potential consequences so that the person can decide whether to be in the 
experiment. The entire infonned consent process involves giving the subject all the infonnation 
concerning the study that he or she would reasonably want to know, ensuring that the subject has 
comprehended this information, and obtaining the subject’s written consent to participate. 

An IRB is a group (consisting of experts and lay persons) fomially designated to review, approve 
the initiation of, and periodically review the progress of, research involving human subjects. 

The primary function of IRBs is to protect the rights and welfare of the people who are in trials. 
FDA’s regulations, 2 1 CFR Part 56, contain the general standards for the composition, operation, 
and responsibility of an IRB that reviews clinical investigations submitted to FDA under sections 
505(i), and 520(g) of the FD&C Act. IRBs must scrutinize and approve each of the clinical 
trials that are conducted on FDA-regulated products in this country each year. IRBs must 
develop and follow procedures for their initial and continuing review of the trials. Among other 
requirements, IRBs must make sure that the risks to subjects are minimized and do not outweigh 
the anticipated study benefits, that the selection of participants is equitable, that there are 
adequate plans to monitor data gathered in the trial and provisions to protect the privacy of 
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If llic rcscarclicrs fail to adhere lo IRB requirements, the IRB has lire aiithorily and tlic 
responsibility to take appropriate steps, which may include termination of the trial. The IRB is 
required lo conduct continuing review of ongoing research at inten-'als appropriate to the degree 
of risk, but not less than once per year. It also has the authority to observe or have a third party 
obsen'e the consent process and the research. 

IlRBs are currently not required to register with FDA nor inform FDA when they begin reviewing 
studies. However, FDA perfomis on-site inspections of IRBs that review research involving 
products that FDA regulates, including IRBs in academic institutions and hospitals as well as 
those independent from where the research will be conducted. The primary focus of FDA’s IRB 
Program is the protection of the rights and welfare of research subjects, rather than validating the 
data obtained from research. 

Marijuana 

FDA has not approved marijuana for medical use in the United States. Despite its status as an 
unapproved new drug, there has been considerable interest in its use for the treatment of a 
number of conditions, including glaucoma, AIDS wasting, neuropathic pain, treatment of 
spasticity associated with multiple sclerosis, and chemotherapy-induced nausea. Under the 
Controlled Substances Act (CSA) Congress listed marijuana in Schedule I. Schedule 1 
substances have a very high potential for abuse, no accepted medical use in the United Stales, 
and lack accepted safety data for use under medical supervision. Schedule I substances can still 
be the subject of an IND; however, the conditions for its use are more restrictive. 
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Pursuant to the FD&C Act. FDA is responsible for the approeal and marhelins of drugs for 
medical use, including controlled substances. DEA is the lead Federal agency responsible for 
regulating controlled substances and enforcing the CSA. The CSA separates controlled 
substances into five scliediiles, depending upon their approved medical use and abuse potential. 
Unlike Schedule 1 controlled substances. Schedule II substances are approved for medical use, 
although they also have a very high potential for abuse. Schedules III, IV, and V include those 
controlled substances that have been approved for medical use, but whose potential for abuse is 
diminished. 

FDA’s Office of Criminal Investigations (OCI) is responsible for managing and conducting the 
Agency’s criminal investigations. As a part of its duties, OCI has worked closely with DEA on 
a number of criminal investigations involving the illegal sale, use, and diversion of controlled 
substances including controlled substances sold over the Internet. OCFs close working 
relationship with DEA and local law enforcement agencies has led to many successful criminal 
cases involving controlled substances. FDA cooperates with DEA and other state and Federal 
agencies. OCI is often requested by these entities to provide assistance. Both OCI and DEA 
have worked together in the past to utilize the full range of regulatory and administrative tools 
available to them to pursue cases involving controlled substances. However, the primary 
responsibility for enforcing the CSA resides with DEA, and, FDA generally defers to DEA on 
criminal enforcement efforts related to Schedule 1 controlled substances. The criminal penalties 
related to Schedule I controlled substances are far greater under the CSA than those available 
under the FD&C Act for the distribution of an unapproved new drug. 
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comiollcd clinical irials, in-line with the FDA's drug approval process. HHS and FDA 
recognize the need for objective evaluations of the potential merits of cannabinoids for medical 
uses. If the scientific community discovers a positive benefit, HHS also recognizes the need to 
stimulate development of alternative, safer dosage forms. In February 1997, an NIH-sponsored 
workshop analyzed available scientific infomiation and concluded that “in order to evaluate 
various hypotheses concerning the potential utility of marijuana in various therapeutic areas, 
more and better studies would be needed.” 


In March 1999, the Institute of Medicine (lOM) issued a detailed report that supports the 
absolute need for evidence-based research into the effects of marijuana and cannabinoid 
components of marijuana, for patients with specific disease conditions. The lOM report also 
emphasized that smoked marijuana is a crude drug delivery system that exposes patients to a 
significant number of harmful substances and that “if there is any future of marijuana as a 
medicine, it lies in its isolated components, the cannabinoids and their synthetic derivatives.” As 
such, the lOM recommended that clinical trials should be conducted with the goal of developing 
safe delivery systems. 


In May 1 999, HHS released "Guidance on Procedures for the Provision of Marijuana for 
Medical Research," a document intended to provide the medical research community 
who intend to study marijuana in scientifically valid investigations and well-controlled 
clinical trials on HHS procedures for providing research-grade marijuana to sponsors. 
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public hcalll) qiiesiions regarding marijuana by making research-grade marijuana 
available for well-designed studies on a cost-reimbursable basis. The focus of this HHS 
program is the support of quality research for the development of clinically meaningful 
data regarding marijuana. An appropriate scientific study of a drug requires, among 
other things, that the drug used in the research must have a consistent and predictable 
potency, must be free of contamination, and must be available in sufficient amounts to 
support the needs of the study. NIDA allocates resources to cultivate a grade of 
marijuana that is suitable for research purposes. The HHS Guidance outlines the 
procedures for obtaining research-grade marijuana including: 1 ) the researcher must 
make an inquiry to NIDA to determine the availability and costs of marijuana, and NIDA 
has to determine that marijuana is available to support the study; 2) researchers who 
propose to conduct investigations in humans must proceed through the FDA process for 
filing an IND application: and 3) all researchers must obtain from DEA registration to 
conduct research using a Schedule 1 controlled substance. 


FDA regulates smoked marijuana, a botanical product, when it is being investigated for 
use in the diagnosis, cure, mitigation, treatment or prevention of disease in man or other 
animals, as a drug, under the FD&C Act. Bolanicals include herbal products made from 
leaves, as well as products made from roots, stems, seeds, pollen or any other part of a 
plant. Botanical products pose some issues that are unique to this class of product, 
including the problem of lot-to-lot consistency. These unpurified products, which may 
be either from a single plant source or from a combination of different plant substances. 
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known. ]n addition, issues ol' strength, potency, shelf life, dosing and toxicity 
monitoring need to be addressed. If a product varies greatly, as can occur with 
botanicals, it is critical to obtain lol-to-lol product consistency. Without this it is difficult 
to deiemiine if the product is causing the change in a patient's condition, or the change is 
related to some other factor. Because of the problems associated with obtaining lot-to- 
lot consistency with botanical marijuana, it is not surprising that lOM recommended that 
clinical trials should be conducted with the goal of developing safe delivery systems. 


HHS performed a scientific and medical evaluation of marijuana in 2001 and concluded with a 
recommendation to DEA that marijuana should remain in Schedule I pursuant to section 201(b) 
of the CSA. HHS’s scientific and medical evaluation and scheduling recommendation can be 
found at Volume 66, Federal Register page 20038 (April 1 8, 2001 ), After receiving an HHS 
evaluation and recommendation, DEA is responsible for scheduling substances and as noted 
previously, has primary responsibility for the regulation and distribution of Schedule I 
substances. 

FDA Approval of Safer Dosaae Forms of Cannabinoids 

FDA has approved two drugs, Marinol and Cesamet, for therapeutic uses in the U.S., which 
contain active ingredients that are present in botanical marijuana. On May 31, 1985, FDA 
approved Marinol Capsules, manufactured by Unimed, for nausea and vomiting associated with 
cancer chemotherapy inpatients that had failed to respond adequately to conventional antiemetic 
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On December 22, 1992, FDA approved Marinol Capsules for ihe treatment of anorexia 
associated with weight loss in patients with AIDS. Although FDA approved Cesamel Capsules 
for the treatment of nausea and vomiting associated with chemotherapy on December 26, 1985, 
lliis product was never marketed in the U.S. Cesamet Capsules contain nabilone as the active 
ingredient, a synthetic cannabinoid. Nabilone is not naturally occurring and not derived from 
marijuana, as is THC, 

These products have been through FDA’s rigorous approval process and have been determined 
to be safe and effective for their respective indications. It is only through the FDA drug 
approval process that solid clinical data can be obtained and a scientifically based assessment of 
the risks and benefits of an investigational drug is made. Upon FDA approval for marketing, 
consumers who need the medication can have confidence thal the approved medication will be 
safe and effective. 

CONCLUSION 

Having access to a drug or medical treatment, without knowing how to use it or even if it is 
effective, does not benefit anyone. Simply having access, without having safety, efficacy, and 
adequate use infonnalion does not help patients. FDA has and will continue to use its IND and 
other expanded access programs to provide patients freedom to choose investigational medical 
treatments while reasonably ensuring safety, informed choice, and systematic data collection that 
allows us to review drug applications. 
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I would like to thank the Subcommittee again for the opportunity to testify today on this 
important issue. I would be liappy, at this time, to answer any questions Members of the 
Subcommittee may have. 
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Mr. SOUDER. Thank you very much. Ms. Good. 

Ms. Good. Chairman Souder, Congressman Cummings and dis- 
tinguished members of the panel, I appreciate your invitation to 
testify today regarding the process that would need to be gone 
through for someone to obtain a DEA registration under the Con- 
trolled Substances Act [CSA], to grow marijuana for scientific re- 
search. While I cannot discuss any specific pending applications or 
discuss hypothetical situations, I’m pleased to explain the general 
process. 

In the United States, anyone who wishes to cultivate marijuana 
to supply scientific requirements would have to obtain a bulk man- 
ufacturer registration from the Drug Enforcement Administration. 
The statutory basis for considering applicants is contained in Title 
21, U.S. Code Section 823(a), and these considerations are applied 
to anyone who wishes to apply to manufacture a substance in 
Schedules I or II of the Controlled Substance Act. 

The Attorney General, and subsequently the DEA, is empowered 
to register those whose applications are consistent with the public 
interest and are in compliance with various U.S. treaty obligations. 
The statute sets out six factors that DEA shall consider when de- 
termining whether or not to grant an application, and considering 
whether it’s in the public interest. First is DEA’s ability to main- 
tain effective controls against diversion of the substance in ques- 
tion to make sure it does not get into other than legitimate medical 
scientific research or industrial channels. This is done by limiting 
the number of bulk manufacturers to that number necessary to 
produce an adequate and uninterrupted supply of marijuana or any 
other substance under adequately competitive conditions for legiti- 
mate medical, scientific and research purposes. 

We must also consider the applicant’s compliance with State and 
local law, the applicant’s ability to promote technical advances in 
the art of manufacturing controlled substances and in the develop- 
ment of new substances. DEA must also consider any conviction 
record that the applicant may have under State or Federal law re- 
lated to the manufacture, distribution or dispensing of controlled 
substances. We must also consider the applicant’s past experience 
in the manufacture of controlled substances and the existence of ef- 
fective controls by that applicant to prevent diversion. And finally, 
DEA must consider any other factor which is relevant to and con- 
sistent with the public interest. 

In order to determine whether a proposed applicant would be 
consistent with U.S. treaty obligations as the law requires, we 
must consider the requirements of the Single Convention on Nar- 
cotic Drugs of 1961 and the Convention on Psychotropic Substances 
of 1971. Among the basic principles of these treaties is that the cul- 
tivation of marijuana should be limited to the number of producers 
who can provide an adequate supply to meet the country’s legiti- 
mate medical, scientific and research needs. Congress has ex- 
pressly incorporated this principle into the CSA. 

The DEA regulations provide more detailed information on the 
process of obtaining registration to bulk manufacture bulk mari- 
juana. This is contained in chapter 21 of the Code of Federal Regu- 
lations, Section 1301.33. Briefly, an applicant wishing to cultivate 
marijuana for scientific studies or to bulk manufacture any class of 
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a Schedule I drug, for that matter, is required to submit a DEA 
Form 225, an application for registration, along with the appro- 
priate fee. 

Upon receipt of that application, assuming it is completed in its 
entirety, DEA publishes a notice of application in the Federal Reg- 
ister. This notice identifies the applicant as well as the controlled 
substances they are wishing to apply to handle. And a copy of that 
notice is provided to every other bulk manufacturer who handles 
that same class of drug. By regulation, all those other manufactur- 
ers have 60 days to file written comments or objections to the pro- 
posed registration of this new applicant by filing notice with the 
DEA administrator. 

At the same time, DEA conducts an investigation of the appli- 
cant to determine the information necessary to satisfy the six pub- 
lic interest factors I described previously. DEA takes into consider- 
ation any comments or objections filed on behalf of the other reg- 
istered manufacturers in that same class of drug, as well as infor- 
mation gathered during the investigation in making its decision on 
whether or not the applicant in question would be consistent with 
the public interest. 

In general, if no comments or objections are filed and the results 
of the investigation conclude that the registration is consistent with 
the public interest and that all U.S. obligations under international 
treaties have not been contravened, then the applicant will be ap- 
proved and a notice of registration will be published in the Federal 
Register. 

If DEA seeks to deny registration, it must serve the applicant 
with an order to show cause, which provides that applicant with an 
opportunity for a hearing in accordance with the Administrative 
Procedures Act. Any applicant whose application is denied is then 
entitled to seek review of that decision through the U.S. Court of 
Appeals. 

In conclusion, DEA will carefully consider any application for 
registration as a bulk manufacturer of marijuana consistent with 
the relevant statutory criteria. Mr. Chairman, thank you for the 
opportunity to testify today, and I will be happy to answer any 
questions. 

[The prepared statement of Ms. Good follows:] 
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Chairman Souder, Congressman Cummings, and distinguished members of the 
Subcommittee, I appreciate your invitation to testify today on the process of applying for 
a registration under the Controlled Substances Act (CSA) to grow marijuana for scientific 
research. While I cannot discuss specific pending applications or apply the relevant 
factors to hypotheticals, I am pleased to explain the general process. 


Bulk Manufacturing of Marijuana Registration Application Considerations 

In the United States, those that wish to cultivate marijuana to supply scientific 
requirements must obtain a bulk manufacturing registration from the Drug Enforcement 
Administration (DEA). The statutory basis for considering such applicants is contained 
in Title 21, United States Code, Section 823(a); these considerations are given to all those 
that wish to manufacture a substance controlled in Schedule I or II of the Controlled 
Substances Act. Briefly, the Attorney General, who has subsequently re-delegated this 
function to the Administrator and Deputy Administrator of the DEA, is empowered to 
register those whose applications are consistent with the public interest and United 
States’ obligations under various international treaties. 

The statute sets out six factors that the DEA shall consider to determine whether 
granting the application is in the public interest. The first factor is DEA’s ability to 
maintain effective controls against diversion of the substance(s) into other than legitimate 
medical, scientific, research or industrial channels by limiting the number of bulk 
manufacturers to the number of establishments necessary to produce an adequate and 
uninterrupted supply of marijuana under adequately competitive conditions for legitimate 
medical, scientific, and research purposes. The second factor is the applicant’s 
compliance with applicable State and local law. The third factor is the applicant’s ability 
to promote the technical advances in the art of manufacturing controlled substances and 
the development of new substances. As a fourth factor, the DEA must consider any 
conviction record of the applicant under both Federal and State laws relating to the 
manufacture, distribution, and dispensing of controlled substances. The fifth factor is the 
applicant’s past experience in the manufacture of controlled substances and the existence 
in the establishment of effective controls against diversion. Finally, the sixth factor 
allows the DEA to consider any other factors which are relevant to and consistent with 
the public interest. 
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International Treaty Considerations 

In order to determine whether the proposed application would be consistent with 
United States treaty obligations, as section 823(a) requires, the primary treaty obligations 
that DEA must take into account are those under the Single Convention on Narcotic 
Drugs, 1961, and the Convention on Psychotropic Substances, 1971. Among the basic 
principles of these treaties is that the cultivation of marijuana (along with opium poppy 
and coca leaves) should be limited to the minimum number of producers who can provide 
an adequate supply to meet the country’s legitimate medical, scientific, and research 
needs. Congress expressly incorporated this principle in subsection 823(a)(1). 


Bulk Manufacturing of Marijuana Registration Process 

The DEA regulations provide more detailed information on the process required 
for obtaining a registration to bulk manufacture marijuana, as set forth in Chapter 21, 
Code ofFederal Regulations, Section 1301.33 (21 C.F.R. § 1301.33). Briefly, applicants 
wishing to cultivate marijuana for scientific studies, or bulk manufacture any basic class 
in Schedule I for that matter, are required to submit Form DEA-225 “Application for 
Registration” along with the appropriate registration fee. Upon receipt of a completed 
application, the DEA publishes a notice of application in the Federal Register. This 
Notice identifies the applicant as well as the controlled substance for which the applicant 
has applied to manufacture. Simultaneously, a copy of the Notice is sent to each bulk 
manufacturer of that same controlled substance as well as the applicants. By regulation, 
such manufacturers and applicants have 60 days to file written comments on or 
objections to the proposed registration with the Administrator. 

The DEA concurrently conducts an investigation of the applicant in order to 
obtain the information necessary to make determinations consistent with the six public 
interest factors previously mentioned (21 U.S.C. § 823(a)). 

The DEA takes into consideration any comments or objections filed on behalf of 
other registered manufacturers of the same controlled substance or applicants therefore as 
well as the information gained during the investigation in making its decision as to 
whether the registration of the applicant is consistent with the public interest. In general, 
if no comments or objections are filed with the DEA and if the results of the investigation 
conclude that the registration is consistent with the public interest and that U.S. 
obligations under international treaties have not been contravened, then the application 
will be approved and a Notice of Registration is published in the Federal Register. 

If the DEA seeks to deny an application for registration it must serve the applicant 
with an order to show cause, which provides the applicant with an opportunity for a 
hearing in accordance with the Administrative Procedure Act, as set forth in 
21 U.S.C. section 824(c). Any applicant whose application is denied is entitled to seek 
review of the decision in the United States Court of Appeals, as provided in 
21 U.S.C. section 877. 
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Conclusion 

The DBA will carefully consider any application for registration as a bulk 
manufacturer of marijuana consistent With the relevant statutory and regulatory criteria. 

Mr. Chairman, thank you for the opportunity to testify here today. 1 will be happy 
to answer any questions you may have on this process. 


3 
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Mr. SOUDER. Thank you very much. 

Dr. Meyer, I wanted to ask you a few questions. If the pharma- 
ceutical companies wish to bring a new or even existing medical 
product to market and chose to bypass the FDA approval process 
by using valid initiatives or State legislative approval, would FDA 
take any action? If so, what would it be? For example, if a company 
tried to pass a State referendum allowing oxycontin to be rec- 
ommended by a doctor for any condition whatsoever, what action 
would FDA take? 

Dr. Meyer. Actually, Mr. Chairman, I’m having a little trouble 
hearing you, but I believe I did hear the question. 

I don’t think I can speculate on what the FDA action would be. 
I’m more of a scientific-medical expert than I am a legal expert. So 
I’d hate to speculate on that. 

Mr. SoUDER. Let me ask you this question, then. Would you 
think it’s fairly safe to say that the FDA would not approve of 
pharmaceutical companies avoiding the Federal FDA guidelines 
through State referendums to introduce new drugs? 

Dr. Meyer. I think you could certainly point to instances where 
the FDA has acted in such circumstances. 

Mr. SouDER. Would that not call into some degree the whole 
question of having an FDA and a scientific process that you de- 
scribed so thoroughly? What would be the point of having you and 
others do all this research if it can just be done by referendum? 

Dr. Meyer. Right. Again, I don’t want to talk about speculation 
here, but I think FDA certainly strongly feels that the FD&C Act 
and our actions under that are protective of public health and the 
right way to develop drugs. 

Mr. SouDER. One of our concerns is that this whole so-called me- 
dicinal marijuana movement has implied that marijuana is medici- 
nal, and as Dr. Volkow has pointed out, there are 200 ingredients 
marijuana, just like heroin and cocaine and other narcotics that are 
dangerous, with sub-ingredients that can be used and harnessed in 
certain ways to help with certain conditions, but that FDA has 
been virtually absent in the debate over the medical value of mari- 
juana use. 

The reason FDA was established and is funded by Congress is 
to make sure that such confusion in fact does not exist. Will the 
FDA now consider issuing warning letters to all States, localities 
and sellers of marijuana, explaining that botanical marijuana has 
not been approved by the FDA for medical use and cannot be ad- 
vertised as such, as you would do in other things? In fact, it was 
just announced in the Washington Post you’re investigating wal- 
nuts. 

The question is, why hasn’t this been more aggressively handled 
by FDA, and will it consider imposing appropriate penalties on 
those that continue to illegally promote this dangerous drug as 
medicine? We’re not even talking about, at this point, the clinics. 
We’re talking about those who advertise it as medicine without 
FDA approval. It is, if nothing else, false advertising. 

Dr. Meyer. Let me answer that in two ways, Mr. Chairman. 
First, within the last couple of years, the FDA has given a con- 
sultation to the DEA on the status of marijuana as far as where 
it should be scheduled. We agreed that it should remain on Sched- 
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ule I under the Controlled Substance Act and should therefore be 
controlled. It should be enforced as a Schedule I product, meaning 
it has no known medical use and has substantial possibility for 
abuse. 

The second thing is, I believe part of your question was directed 
to the FDA in written form recently. I believe that preparation for 
answering is underway, and I will defer to that written answer for 
that. 

Mr. SOUDER. I understand that when we bring a researcher in, 
you’re not necessarily making the political policy level decisions. 
But it has been a frustrating process because we read that the 
FDA is cracking down on other things. By the way, I feel compelled 
to make this comment. We had one of our most appalling hearings 
in Florida on oxycontin just recently, with the sweeping number of 
deaths there in Florida. 

We have a similar problem in Indiana. No. 1, it just exploded 
through a bunch of bank robberies, a bunch of kids, the abuse of 
a legal drug. As I understood Ms. Good’s comment, one of the first 
criteria is, can this be controlled and managed. What we learned 
at that hearing is the No. 1 cause of narcotics deaths in the United 
States are from legal, approved drugs that were supposed to be in 
this category of things that we were managing. It’s going to be 
pretty hard to convince a lot of us that in fact, there can be a man- 
agement process for controlled drugs. 

I’ll go a second round here. Let me yield to Ms. Sanchez next. 

Ms. Sanchez. I thank the chairman. At this time, I actually have 
no questions for the first panel. 

Mr. SouDER. OK, so I’m going to go on. I wanted to move to Dr. 
Volkow, what do you think, you went through the research, you iso- 
lated pretty clearly what we’re trying to find out in the subcompo- 
nents of marijuana, where we might find some things to help some 
people. This, however, has been seized upon by some to try to false- 
ly imply that marijuana itself is safe. 

What do you think are the best ways we can try to balance this 
very difficult problem that we’re having with oxycontin, with her- 
oin, with other types of derivatives, the opioids, if we find some 
medical things that can be treated through very controlled usage 
that then give the impression that the narcotic itself is somehow 
safe? How can we more aggressively show through the Federal 
Government health divisions that marijuana is actually very dan- 
gerous? You’ve outlined a whole series of things, not only including 
gateway, but impacts on individuals and addiction and other 
things. 

Dr. Volkow. Yes, and this of course is a difficult proposition, 
particularly I think in the case of opiates, the drugs you are refer- 
ring to, because we are faced now with the No. 2 illegal drugs in 
this country are prescription compounds. These are opiates, analge- 
sics, after marijuana. And that includes kids and elderly people. 

And these are drugs that are being prescribed by physicians that 
have very good therapeutic applications but somehow are being di- 
verted and abused and leading to addiction and high levels of tox- 
icity. So the No. 1 issue I think is extremely important, we know 
from research that one of the best strategies to combat drug addic- 
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tion is prevention. And one of the best ways of addressing preven- 
tion is education. 

So in order to educate people, you have to have information. 
That’s one of the aspects that is ve^, very relevant. In the case of 
marijuana, there have been extensive studies conducted to deter- 
mine the effects of toxicity of marijuana. There are many studies 
that have shown that it is adverse, but there are also other studies 
that have shown it’s not adverse. This has led to controversy. 

As new technologies become available and studies become more 
rigorous, we’re starting to get extremely interesting information 
documenting in fact that marijuana is not benign. There is clear 
evidence to suggest that. So our responsibility, the way that I view 
it, is to generate that knowledge such that the data will speak for 
itself It doesn’t become, I think this is a benign drug. It is the data 
that are going to state. 

And I mentioned two studies, because I think they are quite im- 
pressive in what they are telling us, the one showing identical 
twins, the ones that started taking marijuana before age 17, had 
significantly higher problems with drug abuse and addiction. These 
were identical twins, with the same genetics. And another study 
showing that chronic use of marijuana, and it wasn’t whether you 
are not remembering or memorizing, led to significantly poorer per- 
formance in life as assessed by how much money you make, as as- 
sessed by years of education, as assessed by how happy you are. 

So to summarize, the way we do this is through prevention. The 
way that we do it is via education: education of lay public, edu- 
cation of policymakers, education of physicians. It’s education 
across the different levels of society. 

Mr. SOUDER. How would you, both Dr. Volkow and Dr. Meyer, if 
in balancing the good and the risks, if smoking tobacco, cigarettes, 
turned out to reduce obesity, would either of you recommend smok- 
ing tobacco to reduce obesity? 

Why would that even be a discussion matter in marijuana, or 
how do you balance the countervailing forces? Because tobacco 
harms an individual, shortens their life, but doesn’t have an impact 
on other people. You don’t, for example, wreck a car and kill some- 
body while you’re high on tobacco. So the argument that it shortens 
somebody’s life actually has less impact on other people’s life, un- 
less we find more data on second hand smoke, which we’re rapidly 
developing. That’s another question. 

But I’m curious even why things like obesity and other things 
would come up, unless it would be isolated from the dangerous ad- 
diction, and whether in fact if cigarette smoking was shown to re- 
duce obesity, as many people think it does, whether you would ap- 
prove it on those grounds. 

Dr. Volkow. I think that’s one of those answers that’s very sim- 
ple. No, you would not approve smoking for things like obesity, be- 
cause to start with, the risk associated with smoking would be 
much worse than those associated with obesity. No. 1. 

No. 2, there are many alternatives, even if in fact it was shown, 
and it hasn’t been shown that nicotine is an effective treatment for 
obesity. But even if it were, for matter of argument, there are ways 
of delivering nicotine that do not have the adverse consequences of 
smoking a cigarette. So why would you want to promote a delivery 
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system that you know is harmful, when you can actually deliver 
the same pharmacological agent in a safe way that also minimizes 
its addictive potential? 

Because one of the things that we’ve learned through the past 
few years in science is that the effects of a drug are very much 
modified by the way that you take it. So when you take a drug 
smoking, that’s the route of administration that assures you the 
higher likelihood of abuse and addictiveness. It has to do with the 
rapidity with which it gets to the brain and the concentration it 
reaches. 

So when you are smoking marijuana, the effects are going to be 
very different than when you take it orally. The same thing with 
nicotine, when you smoke nicotine, the effects are very different 
than that from a patch. And that dramatically modifies the addict- 
ive liability. So even with marijuana, changing the route of admin- 
istration has a significant effect. 

But with marijuana, a step further is, as we are recommending, 
there are multiple elements to marijuana. So you can now dissect 
them and optimize a compound that will have the properties you 
want without the other untoward effects. That’s why we have 
science. And that’s why we’re investing in institutes like NIDA, in 
order to be able to develop compounds that are safer and can help 
people. 

Dr. Meyer. I think from my standpoint, I would state that the 
safety and risk, as opposed to the efficacy, is wholly dependent on 
what situation you’re talking about. I agree with the comments 
that Dr. Volkow made about smoking and weight loss. So there 
may be, and I’m not saying there are, but there may be cir- 
cumstances where a smoked drug such as marijuana in very lim- 
ited circumstances could be found to be overall safe and effective 
for something in a patient where perhaps they are quite terminal, 
for instance. 

But I agree very much, and said in my oral testimony, that I 
think while smoked marijuana may be an expedient way to begin 
research looking for effects that it’s my belief that any approval, 
just as Marinol was approved, it’s an oral dosage form, any ap- 
proval down the road from this kind of research will likely be some 
other dosage form than smoked marijuana. 

Mr. SouDER. So for example, if nicotine, a component of tobacco. 
I’m not arguing that it is, but if nicotine had a side benefit such 
as, who knows, if you break out cigarettes and the components in- 
side a tobacco cigarette, maybe we’d find certain things that have 
certain usages. But let’s say nicotine did and you took it in pill 
form. Do you think it would be justified to then refer to cigarettes 
that are smoked as medical cigarettes? 

This is part of the political problem we’re having here. You’re 
saying there can be side things in the chemicals in marijuana, if 
it’s taken in pill form. But then people refer to it as medical mari- 
juana, whereas we have other things that if we take the chemicals 
and components out, we would never let advocates say that it’s 
medical cigarettes because you could get something out of it, or 
medical heroin because you can get something out of it. And why 
isn’t that false marketing and false labeling, and why aren’t you 
speaking out against it more aggressively in the public arena that 
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this is not medical? It is a component inside it, just as there are 
components inside all kinds of things that are terribly unhealthy. 
Then we come up with other names for them, but we don’t call the 
primary drug, when it’s dangerous, medical. 

That’s the baffling thing here, which suggests a much broader 
agenda than a health agenda. 

Dr. Meyer. Again, I think from the FDA perspective, we have 
within the last few years gone ahead and again said that we felt 
that marijuana is an appropriate Schedule I controlled substance, 
that it has no known medical benefit at this point, and that it does 
have that high abuse potential. So I think between that and the 
fact that we’re clearly on record today and otherwise saying that 
it is not approved for any medical use. 

Mr. SouDER. So there is no medical marijuana from the FDA’s 
perspective? There are components within it that can be used in 
Marinol or other alternatives. 

We were having a discussion a little bit earlier about what are 
other alternatives to marijuana to treat some conditions? Marinol 
is one alternative. 

Dr. VOLKOW. There are conditions that have been brought for- 
ward in terms of research, apart from the issue of nausea and vom- 
iting from cancer, and increasing appetite of people that have 
cachexia, that is they are not hungry, like with HIV or cancer. 
There are other indications that are actually being investigated, 
particularly funded through California. And that is pain that comes 
from the peripheral nerves. And marijuana appears to be effective 
on those grounds. 

One of the things that’s interesting is that research has found 
that there are two cannabinoid receptors, one is in the brain and 
the other one is on the outside. And it is the cannabinoid receptors 
outside the brain that are responsible for this pain killing. So the 
pharmaceuticals are now developing these compounds that don’t go 
into the brain, so they are not going to be addictive, that actually 
have very, very promising analgesic effects, with none of the unto- 
ward effects of the drug. Because if you actually even look at the 
patients that are getting marijuana or even Marinol, they complain 
of sedation. That’s not desirable for a lot of people. 

So if you can treat pain without having the person sleepy all day 
long, very effectively, with no psychoactive effects, if this doesn’t 
change your mental state, believe me, you’ll have a much more 
powerful medication. So that’s for the pain. 

The other one that is being promoted is glaucoma, high pressure 
of the eye. There the stories are controversial, because while 
cannabinoids effectively decrease the pressure in the eye, they also 
decrease blood pressure, so there is concern that ultimately may 
not be beneficial to protect the eye. So the effects there of 
cannabinoids are not so good, but in terms of the ones that are 
used for marijuana, nausea and vomiting, there are several com- 
pounds that are now available. Cachexia, and that’s the one that 
Marinol appears to be useful in patients, and the one analgesia, 
which is absolutely fascinating. 

Now, there’s one other area of research of developing drugs that 
antagonize the systems that are activated by marijuana. Those are 
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the ones that are being targeted for obesity, those are the ones that 
are begin targeted for smoking and for alcoholism. 

Dr. Meyer. And from the FDA perspective, I would say that for 
the majority of the indications that Dr. Volkow just spoke to, there 
are many pharmaceuticals approved. In fact, Marinol is not par- 
ticularly widespread in its use, because there are alternatives. It’s 
approved both as anti-nausea for chemotherapy patients and for 
cachexia or for weight loss in the setting of AIDS. And there are 
a variety of drugs in other modalities that seem to be preferable 
for many patients. 

That said, I think that there certainly are patients who do not 
seem to respond even to the best of our pharmaceutical armamen- 
tarium. And I can understand where patients would want to see 
further research. But I think until we have research that shows 
that any cannabinoid or marijuana itself is safe and effective for 
these indications, as an agency we really can’t say anything other 
than that we know these other drugs that are approved for these 
purposes work. 

Mr. SOUDER. Did you have any questions? 

Ms. Sanchez. No, thank you. 

Mr. SouDER. Let me see if I can summarize this. I’m not known 
for being neutral on this issue. I’m very outspoken on the narcotics 
issue, so I don’t want to misstate this. But there are literally mil- 
lions of people across America who have the impression that the 
Federal Government doesn’t care or respond to people with AIDS 
or cancer who are in terrible pain; that we’re so obsessed with the 
drug war in the United States, we don’t care about that, we’re 
more concerned theoretically with locking people up because we 
have this obsession with marijuana. 

Let me see if I understand your positions correctly. And I’m 
going to try to say it precisely, because you were both pretty pre- 
cise. You do not believe that marijuana is medical, but there are 
components and chemicals in marijuana that you are actively re- 
searching in both agencies. There are products that have been de- 
veloped from those chemicals that are helping treat the parts of dif- 
ferent illnesses that some people have used the arguments for 
marijuana to treat. 

And that Marinol, even as I understood it earlier, that we always 
heard did not help in nausea cases, has been improved, and that 
while it may not treat all cases, you are continuing to try to make 
it more effective. And that in the minds of both your agencies, 
marijuana itself is not medical, but it does have components that 
you will continue to research. You have continued to have break- 
throughs and we are continuing to improve the health of the 
United States. Is that a fair statement? Is there anything I 
misspoke or overstated? 

Dr. Meyer. I think just from the agency standpoint, I would say 
that we do not have the evidence to say that marijuana has a le- 
gitimate, safe and effective use. 

Mr. Souder. Components within it can be used in other products 
when not smoked. 

Dr. Meyer. Well, certainly one component is approved, Marinol, 
which is the delta-9-THC. But I guess from my standpoint then, 
if there was to be a medical use for marijuana or any of these other 
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components, apart from delta-9-THC, we feel there would be much 
more research needed to both explore the efficacy and to document 
the safety. 

Mr. SOUDER. And it wouldn’t be marijuana. 

Dr. Meyer. Pardon? 

Mr. SouDER. It wouldn’t be marijuana. It would be some compo- 
nent inside the marijuana. 

Dr. Meyer. Well, again, I think there are inherent toxicities to 
smoking anything, and, my best guess as a physician is that it 
would likely be a dosage form other than marijuana or a route of 
administration other than smoking, certainly. 

Mr. Souder. But it probably, even if it was in dosage form, have 
all 200 chemicals. Did you say there were 200 chemicals? 

Dr. VOLKOW. 400. 

Mr. Souder. 400; 400 chemicals probably wouldn’t be in it, be- 
cause you would be isolating what you’re treating, is that correct. 
Dr. Volkow? 

Dr. Volkow. Yes. Ideally of course you want to get as pure a 
medication as you can to minimize side effects. Under certain in- 
stances, combinations appear to be better than just a single one. 
But there are very rare indications where that has been shown. 

Mr. Souder. May I ask you to clarify that statement? In other 
words, you could take a component of marijuana and maybe find 
another one somewhere else that wasn’t even in marijuana to com- 
bine with something that you found inside marijuana to make a 
more effective pill? 

Dr. Volkow. Correct. And there are naturally occurring com- 
pounds that, for example, in the case of the amphetamines, which 
we use to treat children with ADHD. They’re are actually two com- 
ponents to it, and it has been shown that both of them exert slight- 
ly different effects. So that’s one of the elements. But correct. And 
the main component that is believed to act in marijuana is the 
delta-9-THC. But there is evidence that others are having effects, 
but much less so. 

Having said that, I do think there’s an element that is relevant 
in terms of research on marijuana and potential medical applica- 
tions. It has helped us in certain instances to identify areas where 
we say, marijuana, for example, has these analgesic effects. Then 
we do the research and say, what are the mechanisms by which 
marijuana led to that analgesia, and then try to identify what the 
mechanisms are, and target compounds that go directly to it. But 
that’s a different perspective. That was the research that led to it. 
But we use it in order to get better interventions. 

Mr. Souder. Dr. Meyer. 

Dr. Meyer. I just felt I needed to be clear on this issue. FDA 
does not have an inherent bias against botanical products. If botan- 
ical products are developed correctly and shown to be safe and ef- 
fective, even though they contain a variety of substances, many of 
which may be known, some of which may be unknown, but if those 
are properly approved and shown to be safe and effective, we would 
approve a botanical product. 

Mr. Souder. Do you have any smoked product that you have ap- 
proved? 

Dr. Meyer. I don’t believe so, no. 
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Mr. SouDER. Anything else you want to add before we conclude 
the panel? 

Thank you all for coming. We appreciate your testimony. 

If the next panel will come forward, and remain standing. The 
next panel is Dr. James Scott, board member of the Oregon Board 
of Medical Examiners; Ms. Joan Jerzak, chief of enforcement. Medi- 
cal Board of California; Dr. Claudia Jensen, Ventura, CA; Mr. Rob- 
ert Kampia, executive director of the Marijuana Policy Project; Dr. 
Robert DuPont, Institute for Behavior and Health, of Rockville, 
MD. 

I will need to have you each stand and raise your right hands. 

[Witnesses sworn.] 

Mr. SouDER. Let the record show that each of the witnesses re- 
sponded in the affirmative, and we’ll start with Dr. Scott. 

STATEMENTS OF JAMES D. SCOTT, M.D., MEMBER AND PAST 

CHAIR, OREGON BOARD OF MEDICAL EXAMINERS; JOAN 

JERZAK, CHIEF OF ENFORCEMENT, MEDICAL BOARD OF 

CALIFORNIA; CLAUDIA JENSEN, M.D., VENTURA, CA; ROB 

KAMPIA, EXECUTIVE DIRECTOR, MARIJUANA POLICY 

PROJECT; AND ROBERT L. DUPONT, M.D., PRESIDENT, INSTI- 
TUTE FOR BEHAVIOR AND HEALTH 

Dr. Scott. Mr. Chairman and members of the committee, I 
thank you for the opportunity to be here today. 

My name is Dr. James D. Scott, I’m an otolaryngologist, which 
is more easily known as an ear-nose-throat physician. I have prac- 
ticed medicine in Roseburg, OR since 1971. 

I am a member of the Oregon Board of Medical Examiners and 
past Chair. The Oregon Board of Medical Examiners was created 
by the State legislature in 1889 to regulate the practice of medi- 
cine. The Board’s mission is to protect the health, safety and wel- 
fare of the Oregon citizens by regulating the practice of medicine 
in a manner that promotes quality care. 

The Board is governed by and enforces the Oregon Medical Prac- 
tices Act, and Oregon related administrative rules. The Board con- 
ducts investigations, imposes disciplinary actions and supports re- 
habilitation, education and research to further its legislative man- 
date to protect the citizens of Oregon. 

In 1998, Oregon voters adopted the Oregon Medical Marijuana 
Act. This act creates an exception to State criminal laws by permit- 
ting certain individuals to possess, produce and use small amounts 
of marijuana which may mitigate a disabling medical condition. 
The Oregon Health Services Division was assigned the rulemaking 
authority necessary for the implementation and administration of 
this act. 

To qualify for protection provided by the law, the patient must 
apply for or have a registry identification card. To obtain this card, 
the patient is required to have written documentation from the at- 
tending physician that the patient has a qualifying disabling medi- 
cal condition. Attending physician means a physician licensed 
under the Oregon Medical Practice Act, who has the responsibility, 
the primary responsibility for the care and treatment of a person 
diagnosed with a disabling medical condition. 
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The Board of Medical Examiners is responsible for verifying that 
physicians are licensed to practice in Oregon with no restrictions 
that would legally prevent them from signing an attending physi- 
cian statement regarding medical marijuana. The Oregon medical 
marijuana program requests such verification from the BME licens- 
ing and investigative staff. 

No one representing the Oregon Board of Medical Examiners is 
prepared to give any testimony regarding any scientific or medici- 
nal value of marijuana or any sociopolitical issues regarding mari- 
juana. These issues are beyond our jurisdiction. Our Board’s role 
is to ensure that marijuana is recommended for medicinal use 
through the same practice of medicine as any other controlled sub- 
stance. In Oregon, physicians are required to verify patients’ identi- 
ties, review previous patient medical records, collect current his- 
tories, perform thorough, in-person physical examinations, reach 
diagnosis and recommend treatment plans. We also recommend 
discussion with patients regarding the benefits and risks of such 
treatment plans. 

Physicians are required to have complete, accurate patient 
records. Our Board has disciplined an Oregon physician who signed 
attending physician statements for the use of medical marijuana 
without following the aforementioned procedures. The Board makes 
no distinction between medical marijuana and any other controlled 
substance. Physicians have been and will continue to be inves- 
tigated and disciplined for inappropriate prescribing of all con- 
trolled substances regardless of the nature of the drugs in question. 

The Oregon Board of Medical Examiners has made no policy 
statement formally or informally on the use of marijuana for medi- 
cal purposes. The State’s voters and the legislature approved medi- 
cal use of marijuana without the approval of the U.S. Food and 
Drug Administration, which has stringent requirements for sci- 
entific testing, approval, manufacture and dispensing of legal 
drugs. The people of Oregon have determined through the process 
of law that using marijuana for medicinal purposes is part of the 
standard of care for the State’s doctors. The Board of Medical Ex- 
aminers is responsible for seeing that all standards of care under 
Oregon law are strictly and fairly enforced. 

Thank you very much. I’d be happy to answer questions. 

[The prepared statement of Dr. Scott follows:] 
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TESTIMONY of James D. Scott, M.D., Roseburg, Ore. 
Member and Past Chair, Oregon Board of Medical Examiners 


The Oregon Board of Medical Examiners (BME) was created by the state 
Legislature in 1889, to regulate the practice of medicine. The Board’s mission is 
to protect the health, safety and welfare of Oregon's citizens by regulating the 
practice of medicine in a manner that promotes quality care. 

The Board is governed by, and enforces, the Oregon Medical Practice Act 
(Oregon Revised Statutes [ORS] Chapter 677) and related Oregon Administrative 
Rules (OAR Chapter 847). The Board conducts investigations, imposes 
disciplinary actions and supports rehabilitation, education and research to further 
its legislative mandate to protect the citizens of Oregon. 

In 1998, Oregon voters adopted the Oregon Medical Marijuana Act. This 
act creates an exception to state criminal laws by permitting certain individuals to 
possess, produce and use small amounts of marijuana which may mitigate a 
disabling medical condition. The Oregon Health Services Division was assigned 
rulemaking authority necessary for the implementation and administration of this 
Act. 


To qualify for protection provided by the law, the patient must have applied 
for or have a Registry Identification Card. To obtain this card, the patient is 
required to have written documentation from the attending physician, stating that 
the patient has a qualifying disabling medical condition. “Attending physician” 
means a physician, licensed under the Oregon Medical Practice Act, who has 
primary responsibility for the care and treatment of a person diagnosed with a 
debilitating medical condition. 
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TESTIMONY of James D. Scott, M.D. regarding Medical Marijuana 

April 1, 2004 
Page 2 

The Board of Medical Examiners is responsible for verifying that physicians 
are licensed to practice in Oregon with no restrictions that would legally prevent 
them from signing an Attending Physician’s Statement regarding medical 
marijuana. The Oregon Medical Marijuana Program requests such verification 
from BME licensing and investigative staff. 

No one representing the Oregon Board of Medical Examiners is prepared 
to give any testimony regarding the scientific or medicinal value of marijuana, or 
any sociopolitical issues regarding marijuana. These issues are beyond our 
jurisdiction. 

Our Board’s role is to ensure that marijuana is recommended for medicinal 
use through the same practice of medicine as any other controlled substance. In 
Oregon, physicians are required to verify patient identities, review previous 
patient medical records, collect current histories, perform thorough in-person 
physical examinations, reach diagnoses and recommend treatment plans. We 
also recommend discussions with patients regarding the benefits and risks of 
such treatment plans. Physicians are required to have complete, accurate patient 
records. 

Our Board has disciplined an Oregon physician who signed Attending 
Physician Statements for the use of medical marijuana without following the 
aforementioned procedures. The Board makes no distinction between medical 
marijuana and any other controlled substance. Physicians have, and will continue 
to be, investigated and disciplined for inappropriate prescribing of all controlled 
substances, regardless of the nature of the drugs in question. 

The Oregon Board of Medical Examiners has made no policy statement, 
formally or informally, on the use of marijuana for medical purposes. The state’s 
voters and Legislature approved the medical use of marijuana without the 
approval of the U.S. Food and Drug Administration, which has stringent 
requirements for scientific testing, approval, manufacture and dispensing of legal 
drugs. 


The people of Oregon have determined through the process of law that 
using marijuana for medicinal purposes is part of the standard of care for the 
state’s doctors. The Board of Medical Examiners is responsible for seeing that all 
standards of care, all laws of the land, are strictly and fairly enforced. 


HC MC HC 
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1 FOR IMMEDIATE RELEASE I 

MARCH 4, 2004 

CONTACT; Kathleen Haley 


(503) 229-5770 


MEDICAL BOARD SUSPENDS LEVEQUE’S LICENSE TO PRACTICE 


PORTLAND - The Oregon Board of Medical Examiners (BME) today suspended the 
license of a Molalla osteopathic physician on the grounds that he poses an imminent risk to 
public health and safety. 

The Board removed Phillip Leveque, D.O. from practice because of his continued 
violation of an April 2002 order, according to Kathleen Haley, BME executive director. Haley 
said that any physician statements signed by Leveque under the Oregon Medical Marijuana 
Program (OMMP) after Thursday, March 4, 2004 will be invalid. 

She said the suspension, by unanimous vote of a majority of the Board, was the latest 
action in 20 years of dealings between the board and Leveque. “The Board suspended Dr. 
Leveque’s license because he has not complied with a stipulated order he signed in April 2002,” 
Haley explained. “That order was crafted as part of an agreement between the board and Dr. 
Leveque. 

Haley said that “expert opinions” of the Board’s medical consultants indicate Dr. 
Leveque is “grossly negligent” in his evaluations of certain patients for the medical marijuana 
program, and jeopardized the health and safety of his patients. 

The Board in 2002 revoked Leveque’s medical license, but stayed the revocation and 
placed Leveque on probation for 10 years, under certain terms and conditions. In signing the 
2002 order, Leveque agreed not to sign attending physician statements under the Oregon Medical 
Marijuana Program without first meeting certain conditions. 

Those conditions included making in-person contacts with patients, verifying patient 
identities, reviewing previous patient medical records and conduct thorough patient histories and 
physical examinations. In 2002 Leveque also was ordered to provide written treatment plans and 
keep appropriate medical records for each patient. 

“By continuing to issue statements for medical marijuana without meeting the conditions 
of his probation. Dr. Leveque has violated not only a Board of Medical Examiners order, but also 
the trust of the Board and of the citizens of the state of Oregon,” Haley said. 
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Mr. SOUDER. Thank you for your testimony. We’ll now move to 
Ms. Jerzak. 

Ms. Jerzak. Chairman Souder and members of the subcommit- 
tee, my name is Joan Jerzak, I’m the chief of enforcement for the 
Medical Board of California, which is a sworn law enforcement po- 
sition. 

Our enforcement program currently employs 90 investigators and 
supervisors statewide. The Board is legislatively mandated to pro- 
tect the health care of consumers through the proper licensing and 
regulations of physicians and surgeons and through the vigorous, 
objective enforcement of the Medical Practice Act. The Board li- 
censes and regulates more than 115,000 physicians. 

Thank you for the opportunity to speak to you regarding the use 
of medicinal marijuana as a treatment modality from California’s 
perspective. Although the subcommittee is looking at science based 
medicine and studies on medicinal marijuana. I’ve been asked to 
comment on how California physicians deal with medicinal mari- 
juana and its health related impact on patients from the perspec- 
tive of a regulatory agency. 

The Compassionate Use Act of 1996 was passed by California 
voters through the initiative process and became law in November 
1996. The main thrust of the act was to allow seriously ill Califor- 
nians to obtain and use marijuana for medicinal purposes where 
such use is deemed appropriate and has been recognized by a phy- 
sician. The act provides that marijuana may be used by patients 
for a wide variety of medical conditions, and envisions that the 
physician will serve as a gatekeeper to ensure that users are in- 
deed patients whose health would benefit from the use of mari- 
juana. 

Since 1996, the Board has investigated a small number of physi- 
cians who have had complaints filed against them questioning their 
recommendation for medicinal marijuana. To put this into perspec- 
tive, the Board receives approximately 12,000 complaints each 
year. After completion of the triage process, approximately 2,000 
complaints are assigned to an investigator. Complaints are received 
from a wide variety of sources and impact all facets of the practice 
of medicine. They include quality of medical care, sexual mis- 
conduct, substance abuse, unlicensed practice, physical or mental 
impairment, and an assortment of other issues, including improper 
prescribing or handling of controlled substances. 

Of the physicians the Board has investigated for medicinal mari- 
juana related issues, four cases were closed, one case remains in 
the investigative stage, and the other four cases resulted in charges 
being filed. In those four cases where charges were filed, the medi- 
cal experts were not critical that marijuana was recommended but 
rather they were critical of the overall care and treatment provided 
by the physicians and that there was not a good faith prior exam 
or medical indication, the records were inadequate, or there was 
failure to obtain proper informed consent. The Board does not pur- 
sue disciplinary action against physicians merely for recommending 
medicinal marijuana. 

Physicians in California have expressed concern as to what their 
role is with regard to medicinal marijuana and the Board’s view of 
physicians who are involved in issuing recommendations. The 
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Board has taken a proactive approach to educating physicians on 
the required protocol prior to recommending the medicinal use of 
marijuana. 

After the act passed, the Board published an informational arti- 
cle in its January 1997 newsletter clarifying the role of the physi- 
cian under the law. The Board was clear in its expectations that 
any physician who recommends the use of marijuana by a patient 
should have arrived at that decision in accordance with generally 
accepted medical standards, which include a history and physical 
examination, development of a treatment plan, provision of in- 
formed consent, periodic review of the treatment and proper record- 
keeping. In July 2003, the Board published another article discuss- 
ing a physician’s choice to use medicinal marijuana as a treatment 
for patients, and the legality of that choice at the State versus the 
Federal level. 

The immunity provision in the California Act does not extend to 
violations of Federal statute, and for that reason, physicians rec- 
ommending marijuana know that they may be vulnerable to action 
by the Federal Government. As you know, the traditional medical 
model flows from the presentation of ideas that lead to new, emerg- 
ing medicine. These typically include studies with positive trial out- 
comes and physicians are introduced to these new methods through 
educational settings and through ongoing review of medical jour- 
nals. 

In contrast, alternative medical modalities, such as medicinal 
marijuana, are typically consumer driven, whereby the consumers 
find out about a particular modality or treatment and they ask 
their practitioner about it. Physicians must ensure the rec- 
ommendation is in fact appropriate for a particular patient and 
that their recommendation for marijuana has been arrived at in a 
manner which is consistent with the standards of practice for phy- 
sicians in all other contexts. 

To date, no court cases have overturned California’s Compas- 
sionate Use Act, and in October 2003 the U.S. Ninth Circuit Court 
of Appeals produced a ruling that first amendment freedom of 
speech allowed physicians to legally discuss medicinal marijuana 
with their patients, and this decision was upheld by the U.S. Su- 
preme Court. 

Again, thank you for allowing me, on behalf of the State of Cali- 
fornia, to share this information with you. 

Mr. SouDER. By the way, once again, it was declined to be re- 
viewed by the Supreme Court, which is different. It was not over- 
turned, which is different than being upheld. 

Ms. Jerzak. I’m sorry. 

Mr. SouDER. Dr. Jensen. 

Dr. Jensen. Hi. Good afternoon. Congressman Sender and mem- 
bers of the committee. I’m very grateful to be here today. 

I wanted to just tell you what I’ve learned about Cannabis indica 
and Cannabis sativa, which is also known as medical marijuana. 
I’m a 49 year old mother of two teenage daughters. I’ve been a pe- 
diatrician for 23 years. I trained at University of Arkansas and I 
did my residency training at U.C. Irvine Medical Center. I have 
worked 12 years as a managed care physician, staff model HMO 
doctor and since 1996, in private practice. I also currently work in 
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a small community based clinic servicing primarily Spanish speak- 
ing patient population. 

I was not an advocate of using medical marijuana; however, I 
was forced into taking responsibility for caring for some patients a 
few years ago because of the suffering that I saw. They were pa- 
tients with no money and were unable to seek the aid of some 
other physicians because they had transportation difficulties. So I 
called the Medical Board and I asked for some guidance on how to 
do this, and found that there really weren’t systems set up to help 
physicians yet. 

But I elected to go ahead and try and help these people anyway. 
And since then, I have found that this is one of the most fascinat- 
ing and challenging fields of medicine that I have ever been in- 
volved in. I have learned so much and I have seen so much that 
I felt compelled to come and talk to you about it today, and I great- 
ly appreciate your asking me to come. 

In specific, you asked me about treating children with attention 
deficit hyperactivity disorder. To make it clear, I have only two pa- 
tients in my practice that have used cannabis for that problem as 
children. Both of their parents came to me and asked me to help 
their kids. Both of those children had very, very serious functional 
problems in school. One of them was also a social deviant to some 
level. He was unable to stay in a normal classroom and he had 
very serious anger management issues. Not quite on the level of 
Columbine, but he had trouble at home and at school in maintain- 
ing his behavior. 

He had been tried on all of the usual drugs that we use to treat 
for ADD, which basically are the amphetamines. I find it very con- 
cerning that we treat adolescents, who have authority issue prob- 
lems, with drugs that cause them to have mood swings and irrita- 
bility and loss of appetite, which affects their nutritional status, re- 
duces their ability to sleep properly and are well known to cause 
seizures, can trigger mental illness, etc., albeit small numbers of 
people are affected negatively by the amphetamines, but there are 
some. 

There are other drugs to use for ADD, but they are off label. 
They have not been studied in children, for example, Welbutrin, 
and then some of the anti-depressants. It says very clearly in the 
PDR nothing about treating children with ADD with those drugs, 
and yet physicians over the years do that. In this country, we spent 
over $1 billion annually on giving kids drugs for ADD. 

Now, in doing research for this presentation, I discovered that 
Americans have spent billions of dollars on medical marijuana. You 
stated in your papers that in 1999, Americans spent $10.6 billion 
buying marijuana. My feeling is that money should be diverted out 
of the black market, it should not be tunneled into criminal 
sources, it should be diverted into health care management sys- 
tems, teach physicians, give the regulatory boards the tools that 
they need to be able to do it properly, have the money tunneled 
into public health systems and use cannabis as a medication under 
the guidance of physicians rather than the free for all that it is 
now. 

It is clearly not regulated, the American people are not obeying 
the Federal Government, and I really feel that with what you’re 
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doing today, perhaps we can rectify this. I am here to answer any 
questions that you have that I could, which might facilitate that 
process. 

[The prepared statement of Dr. Jensen follows:] 
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Tislinion> of Claudia Jensen, M.D. 
for the House Committee on Government Reform 
Siibcominiftee on Criminal Justice, Drug Policy and Human Resources 

Marijuana and Medicine: 

The Need for a Science Based Approach 

April 1, 2004 


! am very grateful for the opportunity to submit my written testimony to the Members of 
the Subcommittee of the Committee on Government Reform. Thank-you. 1 am also 
thankful for the opportunity to have five minutes of oral presentation time. 1 apologize 
for the summarized nature of this report as 1 was invited to speak on March 16, 2004 and 
have had minimal time to prepare. I pray Members of the Subcommittee as well as the 
Committee on Government Reform will read the enclosed information with the intention 
of considering actual social reform. 

1 am a 49 year old mother of two teenage daughters, and a Physician educated at the 
University of Arkansas for both undergraduate and medical schools. I studied Pediatrics 
at the University of California at Irvine, completing my Internship and Residency training 
in 1981. I have a total of 23 years working as a Pediatrician, first as an HMD physician 
with Cigna HealthPlans, then in private practice in Ventura, CA.' 

1 cun-ently work two days a week in a small community clinic servicing a poor patient 
population, three days a week in my own private office and I teach first year medical 
students one day a week at the University of Southern California Keck School of 
Medicine. 1 have always had a reputation for being a patient advocate since the very 
beginning of my training. 

Congressman Souder has asked me to discuss my “practice” of recommending 
“marijuana” for use by “dozens of patients, including children with ADD.^” This 
“practice” is a direct consequence of California’s passing of the Compassionate Use Act 
of 1996^ {Health and Safety Code 1 1362.5, alsolmown as Proposition 215) and my 
compliance with the law as determined by State of California'* and the United States 
Supreme Court.^ The people of the State of California, as well as a majority of 
Americans* believe marijuana should be available to patients who are ill or in pain. 
Contrary to popular opinion and scientific fact, it is the position of the Government of the 

‘ Jensen, Claudia, M.D., Curriculum Vitae. 2004. 

^ Invitation to speak to the Subcommittee on Criminal Justice, Drug Policy and Human Resources, March 
16, 2004. 

^ Health and Safety Code 1 1362.5, entire text 
State of California, Senate Bill 420. 

^ Conant v. McCaffrey, No. C97-001 39 WHA, subsequent Ninth Circuit Court of Appeals Decision and 
Supreme Court refusal to hear the appeal, 

^ Stein, Joel, “The Politics of Pot”, Time. November 4, 2002, page 57. 
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Consequently, marijuana has been classified as a drug as daneeroiis as heroin and LSD , 
This is clearly contrary to the truth. At this time, while Americans are dying overseas 
and at home in the sendee of protecting democracy, it is even more critical for the 
American people to have faith in the information being disseminated by government. 
Enclosed in this testimony are references to corroborating documents refuting the 
position of the Drug Enforcement Administration, the official watchdog of American 
Physicians and the medications they prescribe, and an agency under the guardianship of 
this committee, (A full copy of all of the references will be provided to Chairman Souder 
upon my arrival at the Hearing.) 


AN ABBRE VIA TED HISTOR Y OF CANNABIS 

“Marijuana” is a term used to describe the plants Cannabis saliva and Cannabis indica. 
Cannabis has been used as a medication for over five thousand years. “The first evidence 
of the medicinal use of cannabis is an herbal published during the reign of the Chinese 
Emperor Chen Nung five thousand years ago. It was recommended for malaria, 
constipation, rheumatic pains, ‘absentmindedness,’ and ‘female disorders.’”® Marijuana 
was also recommended for “senile insomnia”, analgesia, as a sleep inducer (hypnotic), in 
the treatment of gastric ulcers, morphine addiction, migraine headaches, tic douloureux, 
depression, and epilepsy.* “The first Western physician to take an interest in cannabis as 
a medicine was W. B. O’Shaughnessy, a young professor at the Medical College of 
Calcutta, who had observed its use in India.”'* Dr. O’Shaughnessy studied cannabis in 
India, then introduced the medication to European and American physicians. It was 
listed in the “United States Dispensatory” in 1 854. By 1 860, American doctors used 
cannabis to treat a multitude of medical problems “including tetanus, neuralgia, 
dysmenorrhea (painful menstruation), convulsions, the pain of rheumatism and childbirth, 
asthma, post-partum psychosis, gonorrhea, and chronic bronchitis. As a hypnotic (sleep- 
inducing drug) he compared it to opium”. . .’The whole effect of hemp being less violent, 
and producing a more natural sleep.”" 

Cannabis was readily dispensed by U.S. pharmacies until after passage of the Marihuana 
Tax Act of 1937, a strictly political shuffle motivated by Harry Anslinger under the 
Federal Bureau of Narcotics. Anslinger’s campaign was orchestrated through an 
aggressive, but largely hysterical media campaign.'^ During Congressional hearings to 
decide the fate of cannabis as a medication, a spokesman from the American Medical 
Association, W. C. Woodward, M.D., J.D. noted, “It has surprised me, however, that the 

^ US.GOV website, House of Representatives, Committee on Government Reform, Subcommittee on 
Criminal Justice, Drug Policy and Human Resources, News, “Chairman Souder wants you to know that 
Marijuana is not Medicine” plus related links. 

^ Grinspoon, Lester, M.D., Bakalar, James B., Marihuana, the Forbidden .Medicine . Yale University Press, 
New Haven and London, 1997, page 3. 

’ Ibid. , page 6. 

Ibid. , page 4. 

" Ibid. , page 5. 

Ibid. , pages 7-8. 
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facts on which these statements have been based have not been brought before this 
committee by conipelem primary evidence.”' ' From the very beginning, the choice to 
ignore the medical therapeutics of cannabis was politically motivated, not based on truth. 

In 1970, during a period of great upheaval in America, Congress passed the 
Comprehensive Drug Abuse Prevention and Control Act (also called the Controlled 
Substances Act), which placed cannabis in a category called “Schedule I.” Schedule I ^ 
drugs “have no known medicinal use” by definition.''' Clearly, this was not scientifically 
based as evidenced by 5000 years of a longitudinal outcome-based folk medicine “study” 
(i.e. people from all over the world have been using cannabis for medicine after 5000 
years of observation of how it w'orks.) Nonetheless, cannabis became illegal with the 
passage of both these Acts, neither of which was based on scientific facts. 

Subsequent to the Controlled Substances Act, several patients applied for special 
permission to use cannabis to relieve pain and suffering. As there was, indeed, evidence 
to support the use of cannabis as a medication, Federal drug agencies granted 
“Investigational New Drug” permits to patients to use marijuana medicinally. The 
Federal Government took over the dispensing,'^ of marijuana to several sick people and 
established a cannabis farm in Mississippi. Today there are seven Americans who 
continue to receive prescriptions of marijuana from the U.S. Government sent to them in 
the U.S. Mail. 

In 1988, Francis L. Young, J.D., and Administrative Law Judge for the Drug 
Enforcement Administration reviewed the medical literature on Cannabis. “Based upon 
the foregoing facts and reasoning, the administrative law judge concludes that the 
provisions of the Act permit and require the transfer of marijuana from Schedule I to 
Schedule 11. The Judge realizes that strong emotions are aroused on both sides of any 
discussion concerning the use of marijuana. Nonetheless it is essential for this Agency, 
and its Administrator, calmly and dispassionately to review the evidence of record, 
correctly apply the law, and act accordingly.”'* He ordered the DEA to change the 
classification of Cannabis such that patients could gain legal access through their 
physicians. The DEA disobeyed Judge Young and ignored his order. There were no 
enforcement measures available to force the DEA to comply. 

The Compassionate Use Act of California (“Proposition 215”) was passed in 1996. In it, 
patients who are “seriously ill Californians” are given the right to seek their physician’s 
approval to use cannabis to aid in the treatment of their illnesses. Since passage of the 
act, much legislation has ensued. California lawmakers subsequently put into law a 
corollary to the Compassionate Use Act. Senate Bill 420 provides for systems to aid Law 
Enforcement in the compliance with California Law H&S Code Section 1 1362.5. 
Additional litigation resulted in a decision protecting patients and physicians from 

Ibid. , page 9. 

Op. cit. . 

” “Medical Pot Users Win Key Ruling”, 

United States Department of Justice Drug Enforcement Administration, Docket No. 86-22, September 6, 
1988 
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has upheld the right of autonomy in this matter for both patients' and physicians"*. 

Although it is the Law, and although the Law has been supported by the Supreme Court, 
many enforcement measures have been meted out on both patients and physicians to try 
to prevent them from complying with California State Law. Many patients have lost their 
medicine and been subjected to criminal prosecution. William Eidelman, M.D. lost his 
license to practice medicine. Miriam (“Molly”) Fry, M.D. lost her right to write 
prescriptions for antibiotics and everything else. The grandfather of the Medical 
Marijuana movement, Tod Mikuriya, M.D., was investigated at great length by the 
Medical Board of California and subsequently fined $75,000 for his care of medical 
marijuana patients.'^ Although no patient has complained to the Medical Board about ray 
medical care, 1 am also under investigation for my care of three patients. 

Many physicians who have medical marijuana patients in their practices are currently 
under investigation although the Medical Board of California’s policy clearly states 
physicians are not to be unduly harassed: “The Board seeks to provide greater guidance 
to physicians to enable them to participate appropriately in the implementation of 
Proposition 215, while meeting their professional and ethical obligations under the 
relevant standard of care. Adherence to such guidance by both physicians and Medical 
Board enforcement staff will ensure that physicians are not investigated merely because 
they have issued recommendations for marijuana use to patients. Investigations must be 
based on information received by the Board which provides a reasonable basis to believe 
that the physician is not adhering to acceptable medical practice standards when making 
the recommendation.”^'' 

In fact, the Medical Board of California has not lived up to its own standards. Not only 
are the doctors being investigated, frequently without just cause, but physicians have 
benefited from no guidance from the Medical Board, whatsoever. Physicians evaluate 
whether a patient is ill and detennine if the risk/ benefit ratio of using any medication 
warrants condoning the patient's use of the drug or not. Examining risk/ benefit ratios in 
the care of patients is exactly what physicians have been trained to do. It’s our job. 

Instead of trusting licensed physicians to make educated decisions regarding patient care, 
the Medical Board depends on its enforcement branch to attend to the physicians who 
care for medical marijuana patients. No physicians with the Medical Board of California 
have any experience or training in the management of this highly complex patient 
population. The care of Medical Marijuana patients is a specialty and requires much 
greater skills in many areas than does the traditional practice of medicine. The 
physicians of the California Cannabis Research Medical Group^' have carved out 

*■’ “Court Accepts Medical Pot Use”, Los Angeles Times , tuly 19, 2002. 

“Medical Pot Use Given a Boost”, Los Aneetes Times. December 17, 2003. 

Ventura County Star, “Doctor could lose license over marijuana”, July 14, 2003. 

Medical Board of California, Action Report , www.medbd.ca.gov, July, 2003. 

Gardner, Fred, O’Shauehnessv's. Journal of the California Cannabis Research Medical Group . “Cannabis 
Specialists Agree on Health History Questionnaire,” Spring, 2004, page 2. 
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accepled Practice Guidelines, but they would greatly benefit from a cooperative 
relationship with the Medical Board rather than the current adversarial relationship. 
Doctors in the Slate of California are afraid to learn about how to use cannabis, hi the 
eight years since passage of the Compassionate Use Act, only two educational programs 
for physicians have been presented. 

Books have been written on the details of the history of cannabis. They are filled with 
facts, data, mystery, descriptions of maltreatment and calls for governmental reform. 
More and more literature is being published annually. Scientific studies documenting the 
safety and efficacy of “cannabinoids” (cannabis compounds) are being published (mostly 
in extra- American journals) with increasing frequency. The “medical marijuana 
movement” has evolved from a “grass roots” endeavor to become a progressively better 
organized demand for social reform. In the absence of a totalitarian government, the 
Medical Marijuana Movement will continue to flourish because its premise is exposing 
the misrepresentations about cannabis in the pursuit of compassion for sick people. 


THE SCIENCE OF CANNABIS AS A MEDICA TION 

Even the government of the United States of America has documented the safety and 
efficacy of cannabis compounds in the treatment of chronic pain, neurological and 
movement disorders, nausea and vomiting. Glaucoma, appetite stimulation/ cachexia,^"' 
Wasting Syndrome, spasticity, Multiple Sclerosis, Touretle’s Syndrome, Epilepsy, and 
Alzheimer’s Disease.” A thorough review of the Institute of Medicine Report (a partial 
text is included in references) and the National Institutes of Health Report (included in 
references) clearly identify medicinal uses for marijuana sprinkled among the disclaimers 
about how it would be nice to do more research. 

“Since oral deIta-9 THC has some analgesic activity, it is highly likely that smoked 
marijuana has some analgesic activity in some kinds of clinical pain,”” is a direct quote 
from the NIH report. That’s it. There is the science in review by a group of analysts who 
are clearly not part of the Medical Marijuana Movement. That statement alone warrants 
an order to the Drug Enforcement Administration to correct the mistake of labeling 
cannabis “without medical benefit”. But, in fact, the entire report documents repeatedly 
that cannabis compounds in all formulations have medicinal benefit. 


” “Cannabis Therapy: Science, Medicine and the Law”, University of California at San Francisco, San 
Francisco, CA, June 10, 2000. 

“Perspectives on the Clinical Application of Cannabis Saliva and Cannabis Indica", University of 
Southern California Keck School of Medicine, Los Angeles, CA, February 13, 2004. 

Ad Hoc Group of Experts, NIH.GOV, “Workshop on the Medical Utility of Marijuana. Report to the 
Director, National Institutes of Health”, February 19-20, 1997, pages 1-30. 

Joy, Janet E., Watson, Stanley J., Jr. Benson, John A., Jr., Editors, Marijuana and Medicine Assessing 
the Science Base. Institute of Medicine, National Academy Press, Washington, D.C., 2003, 
httt):boQks.nap.edu/catalog/6376.html . pages 137-191. 

Ibid., page 19 (“Analgesia: 2. What are the major unanswered scientific questions?”) 
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"In conclusion, ihc a\uil;ibic t’Miiencc Irom animai and Jiiiman studies indicates that 
catinabinoids can hac e a siibstanlial analgesic effect.”^' Tlie lOM Report clearly refutes 
the position of the DEA in classifying Cannabis as a Schedule 1 drug. At the very worst. 
Cannabis should be included in the Schedule 11 classification (known medicinal uses with 
high abuse potential) along with cocaine and amphetamines. 

In addition to the U.S. Government funded reports, a panoply of books have been written 
on the medical efficacy of cannabinoids. Of the many, I use Dr. Grinspoon’s, Dr. 
Earleywine’s and Dr. Russo’s the most.^*’^*’^®. (Dr. Earleywine has provided a copy of 
his book for the Committee.) Lynn Zimmer, Ph.D. and John P. Morgan, M.D.have 
published an excellent evaluation of the myths about marijuana.^' Even the most cursory 
perusal of these texts reveals the great depth of science behind the use of cannabinoids in 
medicine. 

Also available to review to discover the details about pharmacology, biochemistry, 
clinical uses and safety/ efficacy profiles of cannabinoids are hundreds of published 
scientific articles. 1 ran a literature search through the library at the University of 
Southern California Keck School of Medicine and printed hundreds of pages of recent 
studies documenting many therapeutic trials documenting the effectiveness of cannabis. 1 
have attached a few as addenda to this testimony. 

One article from the German literature, describes the “endogenous cannabis receptors" in 
the human body.^^ That is, human nerve cells and immune cells have pockets of tissue, 
like keyholes to a lock, whose sole responsibility is to bind to cannabis compounds. This 
discovery resulted in a search for an “endogenous” key-like compound produced by the 
body to plug in to those little locks. The discovery of the “endocarmabinoid" (cannabis- 
like compounds produced in the body naturally), Anandamide has led researchers on a 
further quest to develop synthetic cannabinoids for use in medicine. There are over 483 
natural compounds in the cannabis plant, with more than 66 “cannabinoids” (a distinctive 
class of compounds found only in the cannabis plant). Many cannabinoids function like 
della-9 THC (tetrahydrocannabinol) to some degree. Many do not. 

Perhaps the most important reason to value the use of cannabis as a medication is because 
of the testimonials from American citizens who have personally witnessed relief from 
suffering because of the ability to use cannabis as a medication.^^ We tend to undermine 

Op, cit. . Joy, Janet E., page 145. 

Op. cit. . Grinspoon. 

Earleywine, Mitch, Ph.D., Understanding Marijuana A New Look at the Scientific Evidence . Oxford 
University Press, Oxford, New York, 2002, pages 1-317. 

Russo, Ethan, M.D., Grotenhermen, Franjo, M.D,, Editors, Cannabis and Cannabinoids Pharmacology. 
Toxicology, and Therapeutic Potential . The Haworth Integrative Healing Press, New York, London, 

Oxford, 2002, pages 1-427. 

Zimmer, Lynn, Ph.D., Morgan, John P,, M.D., Marijuana Myths Marijuana Facts . The Lindesmith 
Center, New York, San Francisco, 1997, pages 1-233. 

Pertwee, R. G., Forsch Komplementarmed . “Cannabis and Cannabinoids; Pharmacology and Rationale 
for Clinical Use’’, 1999;6 (suppl 3); 12- 15. 

” CBS News, “Recipe for Trouble”, CBSNEWS.com, March 7, 2002 12:21:49, pages 1-2. 
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these stories as “anecdotal’', suggesting that a single patient’s experiences are not that 
critical to care about. Many prefer to pretend these patients are merely lying, or 
manufacturing statements so that they can “get high.” As a physician with twenty-three 
years experience caring for the sick and suffering, I find this attitude disrespectful and 
un-Christian (I beg forgiveness from those who are offended by my religious orientation.) 
If there is just one person who is tnily benefited from the use of cannabis, it should not be 
denied to them. It is clearly inhumane and a violation of that poor soul’s “right to life, 
liberty and the pursuit of happiness” to be forbidden access to any medication that can 
relieve his/her torment. 


CANNABIS AND A TTENTION DEFICIT DISORDER (ADD) 

Attention Deficit Disorder is a neuropsychiatric disorder which affects 3-7% of American 
children and 3-4% of adults.^"' ADD has three subtypes: Inattentive, Hyperactive and 
Combined, Patients with ADD or its partner ADHD (Attention Deficit Hyperactivity 
Disorder) have difficulty with the executive management of their ability to attend to 
tasks. They frequently and inappropriately have difficulty focusing, listening attentively, 
completing homework and projects, organizing tasks and activities. Many are forgetful 
(“absentminded” in archaic terminology), impatient, fidgety, overly active, talkative, 
intrusional and have difficulty in engaging in quiet play. 

There are multiple variations on the syndrome, but approximately 70% of people who 
suffer from ADD also experience other neuropsychiatric problems, including mood 
disorders (15-75%) especially depression, antisocial disorders (23-64%) including 
oppositional-defiant behavior disorder, anxiety (8-30%), and learning disabilities (6- 
92%.)^^ ADD/ ADHD can be an extremely debilitating problem and generates untold 
cost to society. Studies suggest incarcerated criminals have a disproportionate incidence 
of ADD/ ADHD, up to 40% in some studies.^^ 

From my experience, it is the adolescents who seem to be having the greatest difficulty in 
coping with ADD. A teenager with difficulty focusing, listening attentively, completing 
homework and projects, organizing tasks and activities who is also forgetful 
(“absentminded”), impatient, fidgety, overly active, talkative, intrusional and has 
difficulty in engaging in quiet play is likely to have social and academic problems. This 
is particularly true if the adolescent also experienced life events resulting in him/ her 
having a poor self image. Adolescents with mood disorders (15-75%) especially 
depression, antisocial disorders (23-64%) including oppositional-defiant behavior 


Brown, Thomas E., Ph.D., "Recognizing ADHD: Ncurobiology, Symptoms, and Treatment, New 
Approaches to ADHD: Addressing Patient Needs From a Whole-life Perspective . Pragmaton Office of 
Medical Education supported by an unrestricted education grant from Eli Lilly and Company, 2001, page 3. 
“ Spencer, Thomas }., M.D., "ADHD in Children and Adults; Diagnosis and Comorbidity Issues", New 
Approaches to ADHD: Addressing Patient Needs From a Whole-life Perspective . Pragmaton Office of 
Medical Education supported by an unrestricted education grant from Eli Lilly and Company, 2001, page 
13. 

” McCallon, M.D., T. Dwaine, “If He Outgrew If, What Is He Doing in My Prison?”, 
http://add.org/images2/prison.htm . March 25, 2004, pages 1-3. 
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ADHD can be an extreniely debilitating problem and generates untold cost to society. 

Patients with ADD/ ADHD frequently need medication to be able to fiinclioii normally in 
society. Unfortunately, amplietamines are the most commonly used drugs to treat ADD 
in the United States today. Amphetamines can have very undesirable side effects. They 
can contribute to increased seizure activity, mental illness, cachexia and malnutrition, 
insomnia and severe behavior disorders. Only 70% of children with ADD respond well 
to amphetamines, anyway. The use of amphetamines in already emotionally impaired 
and academically challenged adolescents is not the best idea. Yet, Americans spend 
more than a billion of dollars every year buying legal amphetamines for their children 
who have ADD. 

The more amphetamines we sell in the U.S., the more amphetamines we need to 
manufacture. The more amphetamines we manufacture, the more amphetamines can leak 
into the black market. Amphetamines in the black market fund crime. And they are 
addictive. Amphetamine users crave more and more drug. Amphetamine abuse is a 
serious problem in Aunerica, and we should limit amphetamine manufacture and 
distribution, especially for use in children and adolescents. 

The other legal drugs used to treat AdDD are helpful in many patients, but they all have 
side effects in some people. Actually, the other five of the nine drugs used to treat ADD 
in this country haven’t even been scientifically tested to find out if they are effective 
treatments for ADD in children. These are drugs for depression and high blood 
pressure, and they all have bad side effects in some people. Yet, doctors all over 
America write prescriptions for depression and high blood pressure medications to treat 
AlDD in children. Even though those drugs have not been tested scientifically, if they do 
help the child, it is not uncommon to use a drug “off label”'**’ I support the physician’s 
right to be able to try them. 

Although not all adolescents with ADD become violent while taking amphetamines, 
enough are emotionally impaired to warrant having a medication available, like cannabis, 
whose specific side effect is to make adolescents more peaceful. We really don’t need 
another Columbine. With the help of knowledgeable physicians, adolescents who are 
suffering with ADD can have access to a medication that can help them function more 
normally in society while at the same time helping them to be more tranquil rather than 
more agitated, sleepless, irritable and anorexic. Because all medicines used to treat ADD 
have side effects, even cannabis, it is better to use any medication only if it is truly 
necessary; and only under the guidance of an experienced physician. Of all the drugs 
used to treat ADD, cannabis has the least number of serious side effects.'* V* 


Op. cit, . Spencer, Thomas J., M.D., page 13. 

Op. cit. . Brown, Thomas E., page 14. 

” Thomson’s Physician's Desk Reference . Fifty-eighth Editions, 2004, multiple pages. 

Thomson’s Physician’s Desk Reference . Fifty-eighth Editions, 2004, Page 3295 under “General 
Information." 

Physician’s Desk Reference for Herbal Medicines . First Edition, Medical Economics Company, New 
Jersey, 1998, pages 712-714. 
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Tliere are liundreds of case reports of patients who report improvement of their ADHD 
with Cannabis,^* There is evidence in the laboratory to show cannabinoids are effective 
in treating rats with ADHD.‘'^ We need more research to define wliich routes of 
administration (oral seems preferable clinically), dosing, strain tj'pes to use, etc. 
Unfortunately, no phannaceutica! companies are motivated to spend the money on 
research and the United States Government has a monopoly on the available (poor 
quality) marijuana and research permits. 


THE PROBLEM DEFINED 

The problem of using Cannabis as a medication is not an issue of morality. It is immoral 
to deprive sick people of any medication that can help them.'"'’ 

The real problem with allowing patients to use Cannabis as a medication is economics. 

If Cannabis were approved for use in Just the ADD/ ADHD market alone, it could 
significantly impact the $1 Billion a year sales'*^ for traditional ADD/ ADHD 
pharmaceuticals. Why would anyone want to give their child an expensive pill (averages 
about SI 00 a month)'’^ with unacceptable side effects if s/he could just go into the 
backyard, pick a few leaves off a plant and make a tea for him/ her instead? Multiply 
those numbers by the tens of medical diagnoses that are effectively treated by Cannabis 
(for example chronic pain, which is a much bigger business than the treatment of ADD; 
or Glaucoma, or Multiple Sclerosis, etc) and it is easy to see the pharmaceutical industry 
would suffer beyond calculation. 

We currently have the most expensive pharmaceuticals in the world, largely because 
American citizens are funding the research and development of new drugs. What 
company would want to invest the money in R & D if the expected revenues could be 
diminished by a plant able to be grown in the backyard? It’s a serious and real problem. 
Of course, some companies would adapt. For example, Eli Lilly Pharmaceuticals 
manufactured a Tincture of Cannabis in the I920’s." Perhaps Lilly would be wise to 
begin R & D in Cannabinoids to try to beat the foreign markets (e.g. GW 
Pharmaceuticals in Great Britain.) Perhaps Lilly’s $575 million profit in the fourth 


See 38 above. 

Gardner, Fred, “Which Conditions are Californians Actually Treating With Cannabis?”, 
O’Shauchnessv’s . Journal of the California Cannabis Research Medical Group . Summer, 2003. 

Adrian!, Walter, et.al. . “The spontaneously hypertensive-rat as an animal model of ADHD: evidence for 
impulsive and non-impulsive subpopulations,” Neuroscience and Biobehavioral Reviews . 27 (2003( pages 
639-651 

“ Clark, Peter A., “The Ethics of Medical Marijuana; Government Restrictions vs. Medical Necessity”, 
Journal ofFublic Health Policy . (2001?), Volume 21, Number 1, pages 40-60. 

Attention Deficit Disorder Help Center, "Drug Concerta, Atomoxetine, Metadate CD, Ritalin LA, 
Focalin; The New Meds.”, http;//www,add-adhd-help-center.com/newsletters/newsIetter_3 ldec02.htm. 
Jensen, Claudia, M.D., Telephone survey of local pharmacies, 2004. 

See photograph of Tincture of Cannabis and letter from Parke-Davis dated June 19, 1968. 
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pharniacemicals doni appear to be loo risky at this time. If Cannabis slays off the 
market, pharmaceuticals are more secure.) 

T wo Ollier American traditions would suffer if Cannabis were reclassified as (at worst) a 
Schedule 11 drug. It is highly likely Americans who could use Cannabis more would use 
alcohol and tobacco less. Most Cannabis users I have interviewed are not daily alcohol 
or tobacco consumers; and this seems to be a consensus among the Physicians ivho 
actually manage Medical Marijuana patients. Rarely do patients use other illicit drugs, 
although most of them have a history of having tried other drugs in their lifetimes. 

But the real economic catastrophe to be expected if Cannabis is reclassified would be to 
the Law' Enforcement and Judicial branches of government. “According to ONDCP, the 
$ 1 8,822 Billion spent by the federal government on the drug war in 2002 breaks down as 
follows;.,.” 

“...Domestic Law Enforcement: S9.513 Billion (50.5% of total) 

Interdiction; $2,074 Billion ( 1 1 .0% of total) 

International: $1 .098 Billion (5.8% of total) 

In other words, $12,686 Billion in 2002 was directed to supply reduction, i.e. law 
enforcement (67.4% of total.)”''® 

“Nearly eight cents of every dollar spent by State and local governments in 1999 was for 
justice activities.”™ And, as long as Cannabis is classified Schedule 1, the Federal 
Government will be forced to continue to spend money on investigating, arresting, 
prosecuting, incarcerating, and “rehabilitating” medical marijuana users. The marijuana 
smokers of America (some 4.2% of the population, and the numbers actually rose since 
the “War on Drugs” has begun) will continue to funnel $10.6 billion annually into the 
black market to buy marijuana.^' That is, 10.6 Billion Dollars are spent funding 
criminals selling marijuana in this country, and the American people are paying it. 


CONCLUSION: What Should We Do? 

Tell the truth. Cannabis does not fit into the category “no known medicinal use.” 

Enforcement procedures should be implemented to carryout Judge Young’s 1988 orders 
to the Drug Enforcement Administration. Marijuana should actually be rescheduled as 


"* “Prozac’s slippage cuts Lilly’s earnings’’. The Indianapolis Star . January 25, 2002, 
http://www.ind vsiar.com/]ibrarv/factfl}esA)usiness/companics/lilW/stories/2002 Q125.html . page I. 

Office of National Drug Control Policy, “National Drug Control Strategy: FY 2003 Budget Summary” 
(Washington, DC: Office of the President, February 2002), Table 2, page 6 as reported by Drug War Facts 
at http://www.drugwarfacls.org/marijuan.hrm. 

Gifford, Sidra Lea, US Department of Justice, Bureau of Justice Statistics, Justice Expenditure and 
Employment in the United Stales, 1999 (Washington, DC: US Department of Justice, February, 2002), 
^age 4 as reported by Drug War Facts at http;//www.dnjgwarfacts.org/marijuan.htm. 

' “Changing the Way Americans Think About Marijuana Talking Points”, 

httD://reform.hoiise.gov/CJDPHR/News/DocumentSinclc.aspx?DocumentID=1692 plus attachments. 
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Schedule HI because of its safety profile, but Schedule H would be more honest than 
what it is now. 

Research grants should be awarded to investigators with the intention of producing 
studies to define how to use cannabis effectively. 

Systems should be developed to divert the SI 0.6 billion Americans spend on marijuana 
annually into Public Health, Law Enforcement (to guard the crops and distribution), 
American farmers (to grow the medicine), to Pharmaceutical Industries to promote 
research and development on smoke-less delivery fonns, and to the tobacco giants to 
manage the smoked products. The American farmers employed should preferably have 
previous experience in the cultivation and processing of Cannabis as the “medicine” 
being produced at the Mississippi farm reportedly is embarrassingly low quality. All of 
the funds could be administered through a “Tax Stamp” system which could feasibly 
generate $0.50 per gram of Cannabis sold. 

We as a nation should value the truth about marijuana. It is the only compassionate thing 
to do. When law enforcement is freed from mercilessly targeting sick people, it can 
focus on hard drugs, like methamphetamine and cocaine. 

The truth is: Americans should never have to be afraid of the law' if they need a 
medication to relieve pain and suffering. 

Thank God in California the law protects patients from being punished for using a 
medication that helps them. Thank God that the Supreme Court Justices of the United 
States of America have their eyes open to the truth. I pray that the Committee on 
Government Reform will take action. Please ask them to do so. 
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Mr. SOUDER. Thanks, and as I said at the beginning, your full 
statement will be in the record as well. 

Dr. Jensen. Thank you. 

Mr. SouDER. Mr. Kampia, good to see you again. 

Mr. Kampia. Thank you, Mr. Chairman, and thank you in par- 
ticular to Congresswoman Sanchez, who has been such a strong 
supporter of the medical marijuana patients who are suffering in 
California. 

I’m Rob Kampia, I’m executive director of the Marijuana Policy 
Project, which is the largest marijuana policy reform organization 
in the United States. There has been ample research that shows 
that marijuana is both safe and effective. It’s safer than most pre- 
scription medicines, it’s safer than aspirin, and it’s certainly medi- 
cally efficacious. Patients with MS, AIDS, cancer, chronic pain, 
have all benefited from marijuana, and the Institute of Medicine, 
of course, reviewed all that 5 years ago now for the Congress and 
for the drug czar. 

That said, I will admit that there are insufficient studies to prove 
to the FDA that marijuana should be approved as a prescription 
medicine. There are political reasons for this. One is that the De- 
partment of Health and Human Services issued guidelines which 
makes it more difficult to research marijuana than to research any 
other drug on the planet. It’s more difficult to research marijuana 
than ecstasy, LSD, or any newly developed pharmaceutical. So that 
has a chilling effect on research. 

In addition, the DEA has been obstructionist again. Currently, 
the University of Massachusetts is trying to get DEA permission to 
grow privately grown, privately funded marijuana up in Massachu- 
setts for the purpose of studying it. After 3 years of waiting, the 
DEA still has not given them an answer. So consequently, because 
there is no private source of marijuana in this country, no private 
sector industry is actually going to go and try to spend money, be- 
cause you can’t get a privately produced drug approved by the FDA 
if you can’t get hold of the drug. 

So there’s a big political problem, and because of this, it could 
be years, if ever, before the FDA would approve marijuana as a 
prescription medicine. 

Now, this hearing purports to be about science, and yet I find 
that hard to believe. This Congress in general and the chairman 
in particular are not exactly bound by science in their statements. 
To give you some examples. Chairman Sender here criticized the 
State medical marijuana laws today as if it’s some new discovery. 
Yet a couple years ago he asked GAO to do a comprehensive study 
of what’s going on in the medical marijuana States. I just read this 
last night again, and I say this study came down on our side. You 
must not have liked it, perhaps you didn’t read it. 

But most of the laws are working just fine, most of the patients 
are not abusing, the vast majority of the doctors are not abusing. 
In fact, GAO said that only 1 to 3 percent of the physicians were 
recommending medical marijuana in these States, and those who 
are recommending, 82 percent of these physicians made only one 
or two recommendations. So the vast majority are the people who 
are actually abiding by the program correctly, but yet in your sci- 
entific inquiry you invited Dr. Leveque, who is literally the only 
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physician in Oregon to have written an inordinate number of rec- 
ommendations. It seems highly biased. 

Two, you wonder what impact medical marijuana has on these 
patients, given that it hasn’t gone through the FDA, but yet you 
didn’t invite any patients to speak today. You could have invited 
Richard Brookheiser, senior editor of the National Review, who 
could have told you about his medical marijuana use. You could 
have invited Lyn Nofsinger from the Reagan administration, who 
would have told you about his daughter’s use. The Federal Govern- 
ment is currently mailing marijuana regularly to seven patients 
across the country, and yet those seven patients who are currently 
legally using the Federal Government’s marijuana, they were not 
invited to testify. 

Yet another example is on the House floor a year ago. You said, 
Mr. Chairman, “It does not help sick people. There are no generally 
recognized health benefits to smoking marijuana.” It is generally 
recognized. The American Nurses Association, the American Public 
Health Association, the American Academy of Family Physicians 
and dozens and dozens and dozens of other organizations recognize 
marijuana’s medical value. This information is in the written testi- 
mony I’ve provided. So what you said on the House floor was false. 

Also on the House floor you said that you met with officials from 
the Netherlands and they said, supposedly, that they rejected the 
use of smoked marijuana for so-called medical purposes. I don’t be- 
lieve you. Holland is currently allowing physicians to prescribe 
marijuana and patients are currently picking it up at pharmacies. 
It hardly seems to me that the Dutch oppose medical marijuana. 

Unfortunately, this is not a scientific issue, but a political issue. 
Therefore, because of the obstruction of science, we are moving for- 
ward politically. We are going to keep passing State bills and State 
initiatives until a majority of the States cry out to the Federal Gov- 
ernment to fix the Federal problem. 

In closing, I want to quote the DEA’s own administrative law 
judge in 1988. He said, “Marijuana in its natural form is one of the 
safest therapeutically active substances known. The provisions of 
the Controlled Substances Act permit and require the transfer of 
marijuana from Schedule I to Schedule II. It would be unreason- 
able, arbitrary and capricious for DEA to continue to stand be- 
tween those sufferers and the benefits of this substance.” 

I agree with the DEA and, Mr. Souder, to the extent that you 
are not helping research go forward and to the extent that you con- 
tinue to oppose our legislative efforts, your position on medical 
marijuana is in fact, as the DEA said, unreasonable, arbitrary and 
capricious. Thank you. 

[The prepared statement of Mr. Kampia follows:] 
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Testimony of Mr. Rob Kampia 
Executive Director, Marijuana Policy Project 

Before the Government Reform Committee's Subcommittee on 
Criminal Justice, Drug Policy, and Human Resources 
April 1, 2004 


Introduction 


Thank you Chairman Souder, Ranking Member Cummings, and the 
other distinguished members of this subcommittee. My name is 
Rob Kampia, and I am executive director of the Marijuana Policy 
Project, the largest organization in the United States that is 
solely dedicated to ending marijuana prohibition. The Marijuana 
Policy Project has 15,000 dues-paying members and -- as of today 
-- nearly 70,000 e-mail subscribers. (MPP's e-mail list is 
currently growing at the rate of 1,000 new names per day.) 

The Marijuana Policy Project works to minimize the harm 
associated with marijuana -- both the consumption of marijuana 
and the laws that are intended to prohibit such use. MPP 
believes that the greatest harm associated with marijuana is 
imprisonment . 

The threat of imprisonment is especially dangerous and 
harmful when the individuals in question are seriously ill 
patients who use marijuana -- with the approval of their 
physicians --to alleviate severe nausea, pain, muscle 
spasticity, and other debilitating medical conditions. 

But today' s hearing is not designed to debate the moral 
implications of throwing cancer patients in prison when their 
doctors have agreed that marijuana is the best therapeutic 
option for them. Today we are here to talk about the science of 
medical marijuana. 

With respect to the title of this hearing, "Marijuana and 
Medicine: The Need for a Science-Based Approach," I would like 
to say upfront that the Marijuana Policy Project welcomes a 
"science-based approach" to this subject. In fact, we would 
celebrate such an approach because it would undoubtedly bring an 
end to the unnecessary and immoral federal attacks on doctors, 
patients, and caregivers who are acting legally under state law. 

Unfortunately, current federal policies are not based on 
science; rather, they are based on myths and lies. Worse yet. 



77 


cne tederal governmeriL is curreniiy DiocKing scienLiiic inquiry 
into the therapeutic benefits of marijuana. This collusion in 
support of delusion is an outrage and must be stopped. State 
medical marijuana laws must be respected, and research into the 
therapeutic benefits of marijuana must be allowed to proceed 
expeditiously. 

The medical benefits of marijuana are widely recognized. 

Opponents of medical marijuana claim that marijuana has no 
medical benefits. The chairman of this subcommittee gave a 
typical demonstration of this tactic in July 2003 during a 
debate on the House floor. During that debate he said that 
marijuana "does not help sick people. ... There are no generally 
recognized health benefits to smoking marijuana." 

The chairman, and those who agree with him, could not be more 
wrong . 

The appropriate starting point for demonstrating the 
inaccuracy of the chairman's claim is a 1999 report by the 
National Academy of Sciences' Institute of Medicine entitled, 
"Marijuana and Medicine; Assessing the Science Base." This 
study was commissioned by the White House Office of National 
Drug Control Policy and directly addressed the question of 
smoked marijuana. It concluded in a section entitled "Use of 
Smoked Marijuana" ; "It will likely- be many years before a safe 
and effective cannabinoid delivery system, such as an inhaler, 
is available for patients. In the meantime, there are patients 
with debilitating symptoms for whom smoked marijuana might 
provide relief." (Please see two attachments.) The Principal 
Investigator of this study added at the news conference at which 
the report was released, " [W] e concluded that there are some 
limited circumstances in which we recommend smoking marijuana 
for medical uses." It is unfortunate that the authors of this 
study are not here to testify today. 

The recognition of marijuana's medical benefits goes well 
beyond the Institute of Medicine. For those familiar with the 
scheduling of controlled substances, marijuana is a Schedule I 
drug, which is defined as having "no currently accepted medical 
use," while Schedule II drugs are defined as having a "currently 
accepted medical use." Therefore, anyone who suggests that 
marijuana should not be a Schedule I drug believes that it has 
generally recognized health benefits. With this in mind, let's 
review what some medical professionals say about marijuana. 
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An editorial in the New England Journal of Medicine -- while 
calling the federal war on medical marijuana patients 
"misguided, heavy-handed, and inhumane" -- suggested that the 
government "should change marijuana's status from that of a 
Schedule I drug to a Schedule II drug and regulate it 
accordingly." (Attached.) 

In June 2003, the 2.6 million-member American Nurses 
Association passed a resolution supporting the rescheduling of 
marijuana out of Schedule -I. (Attached.) 

The American Public Health Association, the oldest and 
largest organization of health professionals in the world, 
"overwhelmingly" adopted a resolution (attached) concluding, 
"marijuana was wrongfully placed in Schedule I." In this 
resolution, the APHA noted that marijuana has been reported to 
be effective in (1) reducing the intraocular pressure caused by 
glaucoma, (2) reducing the nausea and vomiting associated with 
chemotherapy, (3) stimulating the appetite of patients living 
with AIDS and suffering from wasting syndrome, (4) controlling 
the spasticity that is associated with spinal cord injuries and 
multiple sclerosis, (5) decreasing the suffering from chronic 
pain, and (6) controlling seizures associated with seizure 
disorders . 

Even non-political government officials have supported the 
rescheduling of marijuana. In 1988, the DEA's chief 
administrative law judge, Francis L. Young, ruled: "Marijuana, 
in its natural form, is one of the safest therapeutically active 
substances known ... [T]he provisions of the [Controlled 
Substances] Act permit and require the transfer of marijuana 
from Schedule I to Schedule II. It would be unreasonable, 
arbitrary and capricious for DEA to continue to stand between 
those sufferers and the benefits of this substance." (See 
attached excerpts with link to full document.) 

The Marijuana Policy Project has compiled a list of more than 
100 organizations with favorable positions on medical marijuana. 
(Attached. ) 

The federal government is blocking research on marijuana. 

It is disturbing that some members of Congress are unwilling 
to acknowledge the overwhelming evidence that marijuana has 
recognized medical uses. But it is even more offensive that 
these members of Congress sit idly as the executive branch of 
the federal government blocks research into the therapeutic 
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in a science-based approach to marijuana's therapeutic uses, it 
should use its authority and influence to help remove the 
barriers to this research. 

Here are some examples of how the federal government has 
impeded research on the therapeutic benefits of marijuana: 

In December 1999, the U.S. Department of Health and Human 
Services (HHS) established guidelines that researchers must 
follow if they wish to study the therapeutic benefits of 
marijuana. These guidelines place a much greater burden on 
medical marijuana researchers than on drug companies that 
develop and study newly synthesized pharmaceuticals. For 
example, HHS's guidelines require marijuana research protocols 
to undergo a review by an ad hoc, marijuana-specific panel 
within HHS, which is in addition to FDA approval of the 
protocols. This is an unnecessary and cumbersome hurdle that 
pharmaceutical companies do not face. Medical marijuana 
researchers should not receive special treatment, but they 
should receive equal and fair treatment. In November 1999, more 
than 30 U.S. representatives sent a letter to HHS Secretary 
Donna Shalala, urging her to promulgate guidelines that would 
simply treat marijuana research like research on any other drug. 
(Attached . ) 

Second, the National Institute on Drug Abuse currently has 
a monopoly on the cultivation of marijuana for research in the 
United States. Unfortunately, NIDA's marijuana is only 
available for research, not for prescriptive use. Therefore, 
how could a pharmaceutical company be expected to invest 
millions of dollars in researching a product that it could not 
eventually sell on the market? Can you imagine any private firm 
conducting research under these conditions? Moreover, there 
have been many complaints about the quality of NIDA's marijuana. 
Five U.S. representatives sent a letter to the DBA (attached) in 
support of an alternative source of research-grade marijuana, 
expressing concerns such as those described in this paragraph. 

Finally, the Drug Enforcement Administration has played its 
own important role in blocking medical marijuana research. For 
nearly three years, the DEA has delayed action on an application 
from the University of Massachusetts for a license to cultivate 
marijuana for federally approved research. (A summary of the 
initial efforts to receive this license -- and the application 
itself -- are attached.) In fact, the comment period on this 
application closed more than six months ago. Yet the DEA still 
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has not approved or rejected this application. The proposed 
production facility is needed because r- as described above -- 
NIDA's monopoly is preventing effective research from moving 
forward. Significantly, the regulations governing this 
application process direct the DEA to provide for "adequate 
competition" in the production of Schedule I and II drugs. 
Massachusetts Senators John Kerry and Edward Kennedy wrote a 
letter to the DEA (attached) in October 2003 underscoring this 
point and urging the agency to approve the application. 

As a final point, it should be noted that the DEA -- 
according to federal regulations -- should only be concerned 
with the possible diversion of marijuana by the University of 
Massachusetts. So far, there is no indication that such a 
concern exists. Instead, a letter from the DEA to the 
University (attached) indicated that the DEA' s primary objection 
to the University's application was that NIDA's supply of 
marijuana was sufficient. This subcommittee should inform the 
DEA that this should not be a consideration in its decision on 
the University of Amherst's application. 

Opposition to medical marijuana is based on lies and myths. 

As noted, there is almost no way that a science-based 
approach can lead to the conclusion that marijuana -- even 
smoked marijuana -- is not medicine. The opposition to medical 
marijuana isn't based on science, but rather lies and myths that 
are refutable by indisputable facts. 

The lead mythmakers with respect to medical marijuana are the 
officials at ONDCP. Here- are a couple of good examples, both 
taken from a column by ONDCP Deputy Director Andrea Barthwell, 
published in the Chicago Tribune on February 17, 2004. (Text 
attached. ) 

The first is related to Marinol , the prescription drug that 
contains a synthetic version of one of the active ingredients in 
marijuana -- THC. Barthwell wrote that "marijuana advocates 
refuse to acknowledge Marinol as a viable option. Interestingly 
enough, the only property that Marinol lacks is the ability to 
create a 'high' . " 

Barthwell 's assertions about Marinol are false. First, 
Marinol most certainly produces a high. This is stated clearly 
in the Physician's Desk Reference (attached) . In the list of 
adverse reactions on page 3326, the very first entry is ",a 
cannabinoid dose-related 'high'." This high is enough of a 
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F>larinol should be specifically warned not to drive, operate 
machinery or engage in any hazardous activity until it is 
established that they are able to tolerate the drug and perform 
such tasks safely." 

And, to contradict another of Barthwell's claims, natural 
marijuana has at least two properties that Marinol lacks: Rapid 
onset of action, and superior control over dosage. As noted in 
the article, "Therapeutic Potential of Cannabis," in the May 
2003 issue of The Lancet Neurology , "Oral administration is 
probably the least satisfactory route for cannabis." The 
journal noted that the oral route "makes dose titration' more 
difficult and therefore increases the potential for adverse 
psychoactive effects." Barthwell got the science exactly 
backwards . 

The second myth Barthwell propounded in her op-ed is the 
claim that allowing seriously ill patients to use medical 
marijuana somehow increases teenage marijuana use. In fact, 
research has shown otherwise. In California, marijuana use by 
teens was rising until the 1996 passage of Proposition 215, the 
medical marijuana law. After that law took effect, teen 
marijuana use in California dropped dramatically over the next 
six years --as much as 40% in some age groups --as you can see 
in the attached graph, taken from the official California 
Student Survey . A special analysis commissioned by the 
California state government found absolutely no evidence that 
Prop. 215 had increased teen marijuana use. 

Both of Barthwell's myths were refuted in a recent op-ed in 
the Providence Journal by former U.S. Surgeon General Joycelyn 
Elders. (Attached.) She also addressed some other common myths, 
such as "Marijuana is too dangerous to be medicine. It's bad for 
the immune system, endangering AIDS and cancer patients," and 
"Smoke is not medicine. No real medicine is smoked." With 
respect to the latter myth. Dr. Elders offered the following: 

"The truth: Marijuana does not need to be smoked. Some 
patients prefer to eat it, while those who need the fast action 
and dose control provided by inhalation can avoid the hazards of 
smoke through simple devices called vaporizers. For many who 
need only a small amount -- like cancer patients simply trying 
to get through a few months of chemotherapy -- the risks of 
smoking are minor." 

Regarding the claim that marijuana is too dangerous to be a 
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medicine, it is interesting to note that there has never been a 
death attributed to an overdose of marijuana. Clearly, most 
prescription drugs are far more dangerous than marijuana. Even 
over-the-counter drugs like aspirin and Tylenol cause numerous 
overdose deaths each year. {See attachment.) 

Since we are accustomed to responding to misconceptions about 
medical marijuana, the Marijuana Policy Project has prepared 
factual responses to 33 common challenges to marijuana's 
therapeutic uses. These responses can be found in the attached 
document, "Effective Arguments for Medical Marijuana Advocates." 
Anyone opposed to the medical use of marijuana should read this 
document before arguing publicly against its use in the future. 

This hearing Is a witch hunt, not a cpjest for knowledge. 

The goal of this subcommittee, under its current leadership, 
is not to adopt a true scientific approach to the subject of 
marijuana. If that were the case, the authors of the Institute 
of Medicine report and physicians and patients from the eight 
medical marijuana states would have been invited. Or a 
representative from the American Nurses Association. Or a 
representative from the American Public Health Association. 

No, the clear goal of the current chairman is to expend 
federal funds in a fruitless quest to find evidence that 
supports his own baseless belief. For example, the panel I'm 
speaking on is composed of representatives from two state boards 
that are currently investigating possible wrongdoing under state 
medical marijuana laws, even though no wrongdoing has been 
established. The chairman also invited two physicians whose 
activities have come into question, while ignoring the thousands 
of physicians who have recommended marijuana to their patients 
under state law without controversy. Finally, the chairman 
invited Mr. DuPont, whose value as a witness seems to be that he 
is one of the leading medical marijuana mythmakers . 

But this is not the first time Chairman Souder has expended 
government funds to "expose" medical marijuana. In June 2001, 
Chairman Souder requested, on behalf of the subcommittee, that 
the General Accounting Office investigate state medical 
marijuana programs. At taxpayer expense, the GAO traveled to 
Alaska, California, Hawaii, and Oregon to carry out this 
request . 

When this lengthy report was completed in November 2002, it 
contained few, if any, controversial findings. The researchers 
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registered, and the paucity of doctors who are recottmending 
marijuana as a treatment option. Even the law-enforcement 
officials interviewed for the report seemed to be unfazed by 
state medical marijuana laws. 

Most of the 37 selected law enforcement organizations 
interviewed in the report "indicated that medical marijuana laws 
had had little impact on their law enforcement activities for a 
variety of reasons." Nearly two-thirds of these law enforcement 
officials did not believe that "the introduction of medical 
marijuana laws have, or could make it, more difficult to pursue 
or prosecute some marijuana cases." And nearly three-quarters 
of these officials denied that "there has been a general 
softening in public attitude toward marijuana or public 
perception that marijuana is no longer illegal." 

Conclusion 


In sum, the Marijuana Policy Project strongly supports a 
science-based approach to medical marijuana. We hope that 
Chairman Souder eventually abandons his reliance on myths and 
lies, stops the federal witch hunt for medical marijuana 
patients and doctors, and embraces an approach that is based on 
science . 
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In Washingitjn, DC, the Marijuana Policy Project is helping to pave the way for sensible marijuana laws. 


bv Dan 5kve 

WASHINSTON—They were both star students at 
F^nn State University. Rab Kampia majored in 
engineering science. Chuck Thomas majored In 
psythalogy and graduated summa cum iaude. 

But be^re his senioryear, Kampia was bust- 
ed for growing marijuana pei^onai use and 

served 90 days in jail, an event that dramatically 
changed direction of his life. Though he even- 
tually finished his degree and was even elected 
student-body president— after getting kicked out 
of school for a year— his time in jail eroded his 
interest in engineering. His focus shifted to 
changing the laws against pot. 

fleanwhlle, Thomas performed independent 
study in criminoiogy, and discovered that virtual- 
ly all ej^erb in the field agreed ttiatthe stepped- 
up waron marijuana under Presidents Ronald 
Reagan and George H.W. Gush was causing severe 
social damage. Thomas admits to being a vaeat 
individual— one who ^eaks his mind freely— and 
soon he found himself acting as a virtual campus 
clearinghouse for the legal scoop on marijuana. 

But he also witnessed the insidious campaign 
waged on those unlucky enough to get busted for 
pet— those forced to “nait out" friends in order 
to escape harsh prison senfeitces. Thomas saw 
one such arrestee get taught in the bind and 
commit suicide. Events like these caused him to 
abandon plarts fora career In psychology and 
pursue a path of mvijuana-policy reform. 

Since their coilege days, both Kampia and 
Thomas have worked exclusively to change mari- 
juana policy. They are now in their eaUy thirties 
and run the Marijuana Roticy Project, which they 



“The harmful effects of 
marijuana prohibition far 
outweigh any harm that 
marijuana could do.” 

founded in *95, out of the nation's capital. tiPP 
works out of a snug suite of offices just a short 
walk from Capitol Hill and its streamiined, but 
ever-growing budget [provided by private donors 
and foundaKonsj has been maximized to the 
point where it has become tiii largest member' 
based marijuma-policy E^anizaiton. 

Whereas NOftML deals with individuat po^. 
smokers' rights, o^^ng Segal assistance and 
advice on passing drug tests, Thomas and Kampia 
say, NPP's aim Is to get dlrecHy involved with 
sfate lawmakers to craft leqisiatlon that can 



actually survive the harrowing journeys through 
legislatures. Hawaii's success in creating a work- 
abte medical-marijuana policy owes much to 
MPP's work over a four-year period, in which they 
fwmvlded marijuana literature to the media and 
kept lawmakers consistently infenned. Kampia 
and Thomas claim that Mar^and, Minnesota and . 
Massachusetts have made pmmising overtures 
toward a saner marijuana policy as w^l. 

Kampia says that MPP’s overriding aim Is to 
make clear just how damaging the Drug War has 
become. “Itie harmful effects of marijuana prahi- 
bitian far outweigh any harm that marijuana 
ceuid do. The wasted tax dollars, the time that 
police could use more fruitfuliy, the pain of 
prison to families— this Is what people can 
understand if it's presented cerreefiy." 

MPP relentiessly flogs the media, always 
ensuring that the best research on cannabis be 
presented to counter the propaganda of the gov- 
ernment. ‘Ve show up," says Thoinas. "We want 
our viewpoint heard." And, it's one that can be 
generaily agreed on by any thinking person: 
Patients who are told by their doctors to use 
marijuana shouldn'tfae arrested or prosecuted. 

The hardworking duo can point to a number of. 
high points as far as scoring with the media. One 
of their outstanding moments came when the 
Institute of Medicine released its n-porton mari- 
juana In March of 1399. The stody, which was com- 
missioned by the White House Office of National 
Drug Control Policy, was excerpted by MPP and 
highlighted toe many favorable Insights toe 
report made, considerably dampening the impact 
fornier Drug Czar Gany McCaffrey expected to 
make, In fact, toe Wew York Times, toe Washiag- 
ton Pest and USA Tbdo/all led stories on toe 
report with Thomas’ quotes, not McCaffrey's. 

But Kampia and Thomas know that toeir real 
work is on toe phone, on toe Internet, in the trend*- 
es, keeping tabs on policy in state and federal 

governments, and maintaining clear eommunicetion 
lines with the principals Involved where marijuana 
bills gain momentum. MPP has also just released a 
comprehensive stato-by-state report on medit^- 
rarljuana laws, with all the infbmatian activisto 
need tor getting toe ball rolling in thgir state. 

As for toe federal laws regarding medical 
cannabis that supersede state law, Thomas Is 
optimistic "Boring the campaign. Bush indicated 
that he thought medical marijuana should be 
treated as a states' rights issue. We will we be 
hard at work over toe next couple of yeare to 
make sure his administration Follows through." 

To join UPF or to obtain a copy of the stote-by- 
st^ meaical~morlj(iona report, chsA out: MPP.org 
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Mr. SouDER. I appreciate that you are at least consistently 
wrong. 

Dr. DuPont. 

Dr. DuPont. Mr. Chairman, it’s a privilege and a pleasure to be 
here. I am delighted to be able to submit my written testimony and 
an article I’ve written on this topic for a more detailed analysis. I’m 
going to summarize just a couple of points here. 

My background in this field goes back a long way. I was the first 
Director of the National Institute on Drug Abuse [NIDA] and was 
the Director from 1973, when the agency was started, until 1978. 
I was also the White House drug czar, head of Special Action Office 
for Drug Abuse Prevention [SAODAP], under Presidents Nixon and 
Ford. I served as head of NIDA also under President Carter. I had 
a period of time when I was appointed by Mr. Nixon where he said 
the one thing I couldn’t come out and talk about was decriminaliza- 
tion of marijuana, since I was experiencing heroin in those days, 
so that was not a problem. 

I had a flirtation with the decriminalization idea from 1975 to 
1978, and found myself in an interesting situation under President 
Carter when I changed my mind and no longer supported decrimi- 
nalization. President Carter did support it. So with two Presidents 
I was restricted in the expression of my views about marijuana. 

I bring this up to make the point that I have been around this 
issue, including many points of view on it. I also want to point out 
that I enjoy a friendly relationship personally with many of the 
people on the opposite side of this argument. That’s very important 
to me, because I think it’s important to respect the ideas that are 
presented and the people who are presenting them, to discuss 
issues with civility and respect and to contend vigorously in the 
marketplace of ideas. I’m delighted to have this opportunity here. 

The medical use of marijuana essentially died in the 19th cen- 
tury. As modern pharmacology developed, it was left for dead. It 
was resurrected only in the 1970’s, as a stocking horse for the de- 
criminalization and legalization of marijuana. It had a brief flurry 
of activity then that led to the publication of the book in 1976 
called The Therapeutic Potential of Marijuana, edited by two of my 
friends, Sidney Cohen and Richard Stillman. 

I want to read one quote from this book. I was the head of NIDA 
that commissioned this book. This was in 1976 that this was writ- 
ten, and here is one of the quotes from the book. “Cannabis itself 
will never be adopted for medical indication. It contains dozens of 
constituents, some of which have undesirable effects. Delta-9- 
tetrahydrocannabinol is a possible candidate, but it is more likely 
that a synthetic analog, tailored to intensify the desired action and 
to avoid the undesired ones, will be preferred.” 

We haven’t gone a long way since then in terms of our under- 
standing of this issue. And I point out that this was published, the 
meeting on medical marijuana was 1975, but it was published in 
1976. Now, marijuana has changed dramatically over that period 
of time. It is much more potent now, and is used much more in- 
tensely by much younger people than it was. In those days, it was 
primarily used by people in their 20’s and late teens. That is not 
the case now. It is used very early by very young people and often 
quiet intensely. 
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Marijuana and the constituents in it are better understood from 
a biological point of view than any other chemical in the world. It 
has had more research done on it. You heard Dr. Volkow, I’m very 
proud that she is the fifth head of NIDA and she is doing a won- 
derful job. I support everything that she said today. Marijuana has 
been very well studied. It may be that some of these chemicals will 
produce medicinal benefits, and I think she was eloquent in speak- 
ing about that. 

It is not conceivable that we’re going to have smoking as a drug 
delivery system, or use many chemicals like this in an uncontrolled 
situation. That is not medicine. It has not been medicine for more 
than 100 years. It’s not going to be medicine in the future. Smoking 
is a toxic delivery system by definition. It is not scientific. 

I was delighted to hear the FDA representative. Dr. Meyer, talk 
about the FDA approval procedure and the fact that there is a pro- 
cedure even for a botanical. A marijuana chemical would have to 
meet the standards of safety and efficacy to be approved. Smoked 
marijuana has not met those, and in my opinion, it is not likely to 
meet those standards in the future. 

The idea of medical marijuana is not a harmless idea. It is a dan- 
gerous idea in terms of the public attention, because it legitimizes 
the use of marijuana. During the period when this idea had ascend- 
ancy, there was an increase in marijuana use in this country that 
I think is directly traceable to this issue, in fact. I think that now, 
in the last 2 years, we have had a downturn, and I’m delighted to 
think about that. I think part of it has to do with confronting this 
issue in a much more direct fashion than has happened before, and 
I am delighted to see these developments and proud to be here 
today. 

Thank you very much. 

[The prepared statement of Dr. DuPont follows:] 
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Draft March 29, 2004 


Statement of Robert L. DuPont, M.D., President 
Institute for Behavior and Health, Inc. 

Rockville, Maryland 

To the Government Reform Committee’s Subcommittee on Criminal Justice, 
Drug Policy, and Human Resources 
Related to Hearing on April 1, 2004 

"Marijuana and Medicine: The Need for a Science-Based Approach” 


Thank you for this opportunity to address the Committee on the important 
issue of “marijuana as medicine.” 

I am a psychiatrist, a physician and a public servant who has worked to 
reduce substance abuse for over thirty years. I received an M.D. from the 
Harvard Medical School in Boston, Massachusetts, and completed my 
psychiatric training at Harvard and the National Institutes of Health in Bethesda, 
Maryland. 

My first testimony before a Congressional Committee took place thirty five 
years ago. in 1969, as part of the creation of the District of Columbia's Narcotics 
Treatment Administration under Mayor Walter E. Washington. Four years later, 
in 1973, President Richard M. Nixon appointed me to lead the nation’s anti-drug 
efforts as America’s second 'White House Drug Czar." In that post, I served 
under Presidents Nixon and Ford. During this time, I also became the first 
director of the National Institute on Drug Abuse (NIDA) serving under Presidents 
Nixon and Ford as well as President Carter. 

Following my government work, I founded the Institute for Behavior and 
Health, Inc., (IBH). In addition to my duties as President of this non-profit 
research and public policy organization, I maintain an active practice of 
psychiatry specializing in addiction and the anxiety disorders, and have been 
Clinical Professor of Psychiatry at the Georgetown University School of Medicine 
since 1980. 

I am vice president of Bensinger, DuPont and Associates (BDA), a 
national consulting firm dealing with workplace substance abuse and with 
prescription drug abuse. BDA was founded in 1982 under the leadership of 
Peter Bensinger, who headed the Drug Enforcement Administration (DEA) at the 
same time that I headed NIDA. 

My efforts to promote public understanding of drug abuse have included 
more than two hundred and fifty professional articles and eighteen books and 
monographs on a variety of health-related subjects. My books include Getting 
Tough on Gateway Drugs: A Guide for the Family ' , A Bridge to Recovery: An 
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and The Selfish Brain: Learning from Addiction, with a Forward by Betty Ford ”, 

I am here today, speaking gs President of JBH, to warn you about the 
danger of accepting smoked marijuana as medicine. The concept of “medical 
marijuana" is ironic because smoked marijuana is the cause of many serious 
health problems, and it is the solution to none. 

I will not review here the adverse health effects of smoked marijuana since 
they have been carefully and comprehensively catalogued in a variety of 
publications from the National Institute on Drug Abuse and other sources over 
many years. 

In summary, marijuana is the nation’s most widely used illegal drug. 
Reducing the use of marijuana has been a central feature of the nation's drug 
abuse prevention efforts for more than half a century, a goal that has been 
endorsed by virtually all of the health experts serving in official roles over that 
time and supported by the leaders in both major political parties and by the large 
majority of elected officials over that extended period of time. 

During the past half century, what public policy debate there has been 
over marijuana use — and this debate has sometimes been heated and highly 
visible — has centered on the best strategies to achieve the goal of reducing 
marijuana use. There has been no debate about the central public health goal of 
reducing the use of marijuana in the country. There is no serious support for 
tolerating the current high levels of marijuana use in the United States let alone 
support for encouraging wider use of this dangerous illegal drug. 

Americans Deserve Safe Medicines 


Why, given the abundance of evidence of smoked marijuana's harmful 
effects, is the misconception of "medical marijuana” so hard to overcome? 

Some of the answers lie in the perception of marijuana as a folk medicine, 
one of the few offerings that were available to pre-scientific health practitioners. 
While it did have applications in Asian medicine at one time by the 19"’ 
century marijuana was virtually forgotten for health-related purposes. 

The idea that smoked marijuana could have medicinal benefit has in 
recent years been given new life by marijuana advocates despite clear and 
compelling evidence to the contrary. There are important differences between 
modern scientific medicine and folk remedies (see Table 1). 

It is reasonable for modern scientific medicine to take advantage of the 
experience with folk medicines to provide useful clues to prompt further 
systematic investigations. During the past 100 years folk medicines have often 
been a useful starting point for scientific study. In every case this process has 
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led to more specific, and almost always synthetic, substances which were 
administered as single chemicals by the oral route o1 administration. 

If any chemical in marijuana smoke were shown to be safe and effective 
as a treatment for any specific illness, it could be approved through the same 
procedures as any other medicine. If that happened I would be happy to support 
that use of the chemical, whether or not it was found in marijuana smoke, based 
on clear evidence that it was safe and effective in the treatment of one or more 
specific illnesses. 

In 1975, under my leadership, NIDA sponsored a meeting of distinguished 
medical researchers to report on the therapeutic potential of marijuana. The 
proceedings were published in a 1976 book, The Therapeutic Potential of 
Marihuana edited by Sidney S. Cohen and Richard C. Stillman, two scientists 
who could not be described as anti-marijuana. Their wise perspective is 
reflected in this passage from their Foreword: 

“It should not be expected, nor is it anticipated that some 
cannabinoid will be available commercially in the near future. 

The nature of the approval process is such that years elapse 
between initial testing, however promising, and final approval 
for marketing. This is particularly true for a completely new 
chemical entity, and even more so for one with a checkered 
reputation. Cannabis, itself, will never be adopted for 
medical indications. It contains dozens of constituents, 
some of which have undesirable effects. Delta-9- 
tetrahydrocannabinol is a possible candidate, but it is more 
likely that a synthetic analog, tailored to intensify the desired 
action and to avoid the undesired ones, will be preferred," ® 

Cohen and Stillman were remarkably accurate in their prediction that 
medical science would be able to synthesize any chemicals in marijuana which 
showed medical promise. Synthetic THC, by the name of Marinol, is now 
available by prescription. On the market since 1985, it has not been widely used 
because patients and physicians generally eschew it in favor of alternative 
medicines with more reliability and efficacy and with fewer side effects. 

These earlier findings about the therapeutic potentials of marijuana were 
comprehensively endorsed by the 1999 study of the Institute of Medicine, 
Marijuana and Medicine - Assessing the Science Base 

With respect to the central question of the health effects of smoked 
marijuana as a potential medicine here is what that lOM report said, 

“In summary, there are many reasons to worry that for 
people who might choose to use marijuana as medicine — 
and especially those who smoke it — the drug could actually 
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aad to their health piobleme. Fioot that habitual n'lanjuana 
smoking does or does not lead to respiratory cancer awaits 
the results of extensive, carefully designed epidemiological 
studies. In the meantime it appears that, for people with 
chronic medical disorders or those with compromised 
respiratory or immune systems, smoking marijuana is likely 
to do more harm than good. Likewise, for people at risk of 
cardiovascular disease, pregnant women, and couples trying 
to conceive, the potential risks of either THC or smoked 
marijuana appear to exceed the potential medical benefits.” ® 

While I have no quarrel with the first 5 of the recommendations of the lOM 
report about medical marijuana I note with deep concern that the lOM committee 
did not address the question of whether the many recommended studies of the 
potential therapeutic benefits of the individual chemicals in marijuana smoke was 
the best use of the scare public funds available for medical research. I doubt that 
privately-funded commercial research will have much interest in these chemicals 
compared to the thousands of more attractive alternative chemicals that they 
might invest in, but that is a matter for the market to arbitrate. With respect to the 
allocation of public funds, however, there is an important question about the 
assessment of the best interest of the public health when it comes to the 
allocation of research resources. The question of the best allocation of research 
dollars is best answered, after thorough consideration of the most promising 
ways to help the sick and the suffering, by the National Institutes of Health (NIH) 
and not in a political forum. 

The medical marijuana advocates complain that drug abuse prevention 
professionals, like me, are inhibiting research on medical marijuana. The exact 
opposite is the case; it is virtually only the political smoke they blow up that leads 
to any funding in this area since the scientific interest, outside this political pro- 
marijuana controversy, is close to zero. 

There is, however, a substantial difference between my views and those 
of the lOM committee with respect to their sixth and final recommendation: 

“Short-term use of smoked marijuana (less than six 
months) for patients with debilitating symptoms (such 
as intractable pain or vomiting) must meet the following 
conditions; 

• Failure of all approved medications to provide relief has 
been documented, 

• The symptoms can reasonably be expected to be 
relieved by rapid-onset cannabinoid drugs, 

• Such treatment is administered under medical 
supervision in a manner that allows for assessment of 
treatment effectiveness, and 
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• Involves an oversight strategy comparable to an 
institutional review board process that could provide 
guidance within 24 hours of a submission by a physician 
to provide marijuana to a patient for a specified use." ® 

I do not believe that even this limited use of smoked marijuana until further 
research is conducted is in the public interest. There are more effective, safer 
and better-tolerated medicines now available for all of the illnesses for which the 
marijuana advocates propose using smoked marijuana. 

However, I would not object to the temporary, limited approval proposed 
by the lOM committee since it would be used by few people, especially if known 
drug abusers were screened out as they generally are from the outpatient use of 
controlled substances to treat other illnesses. What the lOM’s committee 
proposed in their sixth recommendation was a compromise within the committee. 
It is a political compromise that may diffuse the political controversy now raging 
over “medical marijuana.” 

It is interesting to me that the “medical marijuana” advocates are loudly 
and consistently opposed to using purified chemicals instead of smoked 
marijuana. They are also loudly and consistently opposed to any delivery system 
except smoking, despite the known toxicity of smoking. They pose as concerned 
about patient welfare. They want to be seen a compassionate. How can it be 
explained that the only form of this “medicine” they support is smoked marijuana 
even though everyone who has studied this issue has concluded, as the lOM 
committee did, that smoking is inherently an unreliable and toxic route of 
administration for any medicine? 

I can think of only one explanation: they are not interested in medicine at 
all. They are using the "medical marijuana” issue as a Trojan Horse to legitimize 
the use of marijuana in this country, and throughout the world. Since the widely- 
shared public health goal is to reduce marijuana (and other drug) use it should 
not be surprising that many people, including myself, object to labeling smoked 
marijuana as a medicine. 

Burning leaves is not a modern drug delivery system, period. "Medical 
marijuana” is an oxymoron. 

Conclusion 

For more than three decades Americans have been subjected to a well- 
funded and persistent, but ill-founded effort to convince them that smoking 
marijuana is harmless to health and that smoking marijuana should be socially 
accepted. According smoked marijuana the status that comes with medical 
treatment increases its legitimacy and “normalizes" smoking marijuana. 


5 
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Mote people lieeo to see "meaical marijuana" lot Vv-iia; ii le. a cynical tiauC 
and a cruel hoax. The conflict we are discussing at this hearing today, in my 
view, is not about medicine; it is about the political exploitation of the public's 
compassion for suffering sick people. Legitimizing smoked marijuana as a 
“medicine" is a serious threat to the health and safety of all Americans. 

# 
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Table One - Comparison of Folk Remedies and Modern Medicines 


Folk Remedies 

Modern Medicines 

Use plant products composed of 
many chemicals 

Use highly purified, usually 
synthetic chemicals 

Treat poorly defined illnesses 

Treat specific illnesses 

Are based on little understanding 
of the pathophysiology of the 
disorders being treated 

Elucidate the nature of the 
illnesses 

Are based on little understanding 
of the role of the “medicine” in the 
therapy 

Use medicines that have a 
recognized effect on 
pathological processes 

Are used in inconsistent and 
hard-to-quantitate amounts 

Are administered in controlled 
doses 

Sometimes use smoking as a 
delivery system resulting in 
varying levels of chemical in 
patient body and the toxicity of 
smoke 

Are taken orally which leads to 
steady blood levels 
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Mr. SOUDER. I thank each of you for your testimony, and I want- 
ed to start with Dr. Scott and Ms. Jerzak. I’m curious, because both 
of you are agents of your State government. I wonder how you fac- 
tor in FDA guidelines in general, first, and how you enforce State 
health law, and then specifically how you factor in FDA guidelines 
on medical marijuana. 

Ms. Jerzak. Physicians have to practice the standard of care. In 
California, we want good medicine. That’s kind of what our aim is, 
to protect health care consumers and ensure good medicine. 

When we have a case where a concern comes up, we investigate 
that. Complaints come from a variety of types and sources. We 
don’t typically have a case where somebody’s asking us to inves- 
tigate FDA guidelines being violated, because FDA would do those. 

So although we’re upholding State laws and Federal laws as a 
law enforcement agency, we have to look at, typically those com- 
plaints that come to us. Is this good medicine? And then we have 
to look at it within the standard of care, and we would go to medi- 
cal experts in the community to say whether that is good medicine. 

Mr. SouDER. So you wouldn’t take the FDA’s position? They said 
today there is no medicinal benefit to marijuana. There are compo- 
nents inside it, they have been participating in the research, but 
they said flat out, there is no medicinal benefit to marijuana. And 
you don’t follow that FDA guideline? Do you follow it on other 
issues? Or do you just take the State standard of care, talk to local 
people and forget what FDA said? 

Ms. Jerzak. We would be looking at an individual case, and not 
be proactively setting policy about whether FDA rules are being fol- 
lowed. The kinds of complaints we have have not been character- 
ized as your question would imply, and certainly we have to look 
at the kind of question that would come to us. 

But the cases that we’ve looked at, the complaints that we’ve 
looked at, involve nine licensees. Some had more than one com- 
plaint. And they were in the context of whether this was good med- 
icine. 

Mr. SouDER. How do you handle other non-FDA approved drugs? 
Years ago, because I’m older, Laetrile was an argument. Do you 
have kind of random decisions? If the FDA says there’s no benefit 
to this drug, but the State doesn’t have a ban and nobody com- 
plains about it, and then if somebody does, do you look at it in the 
State context? In other words, the FDA standard is that this is not 
an approved drug. The Federal standard that this is an illegal 
drug, doesn’t overwrite State law. 

Ms. Jerzak. My best answer would be that Laetrile is not legal 
in California, so we don’t have that issue come up to us. The pa- 
tients will go to Mexico for that. 

Marijuana is the only drug that we have this apparent disparity 
in following the Federal law and their policies and State law. In 
California, we were urging the physicians to be mindful of the Fed- 
eral laws, and that we said the State law was not an immunity or 
a defense to the Federal law. But the voters put this in, and I 
guess the answer being that the voters did not want to wait for the 
science. 

In other areas of medicine, various alternative medicine modali- 
ties that the Board has been confronted with, various kinds of 
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treatments, NIH has moved forward to develop more information 
about that, and that’s been very helpful to consumers and patients 
as well as physicians. 

Mr. SouDER. But there’s a difference between a developing thing 
where there’s not a stand, and an illegal drug. Nullification was de- 
cided a long time ago. I’d like to hear Dr. Scott on this, too. But 
quite frankly, this sounds so much like the civil rights debates 
where the Federal Voting Rights Act passed. The States didn’t 
want to give minorities the right to vote. The local attorneys gen- 
eral and law enforcement people said, well, our State law says 
Blacks can’t vote, so we’re going to follow State law, not Federal 
law, and we’ll deprive them of the vote. 

But there’s a Federal law here. Furthermore, the health is clear. 
We just heard from the national researchers. There is not a debate 
that they are looking for ways to provide this. My question is, does 
FDA and NIDA, which are the top experts, when they say, this 
does not work, and it’s an illegal drug, do you believe State law 
preempts the Federal law? 

Dr. Scott. I do not. And our Board in Oregon is charged with 
enforcing both Federal as well as State law. Oregon wrote its law 
in a very specific way. It is not a prescriptive drug, marijuana. 
Physicians do not prescribe marijuana. You can’t go to the phar- 
macy and get marijuana. You cannot buy it and you cannot sell it. 

The law was written that it allows the physician to discuss with 
the patient the use of marijuana that may be beneficial for their 
debilitating condition. Then the law went on to define what those 
specific debilitating conditions are. And the law in Oregon says 
that the physician will sign a document that says, “this patient has 
this debilitating medical condition and it qualifies under the law 
for medical marijuana.” But the physician does not prescribe it, 
they don’t get a prescription for it. His note indicates that this pa- 
tient has pain, for example, or has nausea, and then allows State 
law to do what it does. 

I understand your argument about State and Federal law. And 
I at the Board level don’t get involved in that conflict, except that 
I feel that we do follow the Federal law as well as the State law 
in this case, the way the law is written in Oregon. 

Mr. SouDER. If a patient wants to get marijuana, does it have 
to be authorized by a doctor? 

Dr. Scott. That is correct. 

Mr. SouDER. So doctors do in fact have to authorize it? 

Dr. Scott. It’s written specifically this way. The physician signs 
the statement indicating that this patient has one of these debili- 
tating medical conditions. It’s not a prescription. He says that this 
patient has pain. That’s it. That this patient may benefit from med- 
ical marijuana. But specifically it says, this patient has nausea, 
signs it. He doesn’t prescribe marijuana. 

Ms. Jerzak. I would echo what Dr. Scott has said in terms of 
California. We did not look at it as the word prescribing, which 
would make it a violation of Federal law. We also used the word 
recommend, which was distinctively chosen to separate it out from 
the Federal law. In California, we said it would be needed to be 
used for seriously ill Californians, and we left that definition of se- 
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riously ill to our licensed physicians to be the gatekeepers of de- 
scribing that category of patients. 

Mr. SOUDER. So Dr. Jensen, who showed tremendous sympathy 
for her patients, believes that ADD was a criteria in two cases to 
prescribe. Is that one of the guidelines? 

Ms. Jerzak. Is that one of the what? 

Mr. SouDER. Is that an approved use? 

Ms. Jerzak. In terms of the seriously ill Californians, I would 
not be making that determination about the explanation of that. 
We would be relying, if we had that complaint, about whether that 
was the appropriate care for those patients. What else had been 
tried? What did she explain as the risks and benefit ratio? What 
was the informed consent of those involved? What other treatment 
modalities? How often they met in the context of medicine? 

Ms. Sanchez. 

Ms. Sanchez. I thank the Chair. Before I ask questions, I just 
want to state that the reason I’m here today is because the issue 
of medical marijuana use is a very important issue to the people 
in my State. The voters in California passed a medical marijuana 
law in 1996, and since that time, my understanding is that thou- 
sands of patients have benefited from that law. 

In fact, a recent field poll demonstrated that 74 percent of Cali- 
fornians now favor legal protections for patients who use marijuana 
to cope with illnesses, compared with 56 percent who approved the 
medical marijuana ballot initiative in 1996. 

I’m particularly concerned that State approved medical mari- 
juana patients and providers are being targeted by the DEA. In 
times like this, when we have such limited Federal resources, rat- 
ing State approved medical marijuana patients when neighbor- 
hoods are dealing with an epidemic in the production, for example, 
of methamphetamine, does not, to me, seem to be sound policy. 

I’m thankful that this hearing has been called to explore science 
based approaches to medical marijuana, not so much the State- 
Federal conflict of laws. And with that in mind. I’m going to go 
ahead and jump into my questioning. 

Dr. Jensen, I just wanted to be very clear. Is your testimony 
today that under physician guidance, the use of marijuana can 
have beneficial health effects? And if so. I’m interested in knowing 
what the cost differential would be, for example, for a child with 
ADD if they were to utilize marijuana versus a prescriptive drug 
form in some other drug? 

Dr. Jensen. As I said earlier, I only have a basis of two patients 
to discuss this issue in children. I have talked to some adults with 
ADD, but in regards to this particular child who had the anger 
management issues, his mother and father at that time, his father 
was disabled and they had no health insurance, which is also an- 
other problem. It was costing the mother $120 a month to pay for 
his Dexadrine, which is a very sophisticated form of amphetamine, 
and very dangerous. I don’t approve of Dexadrine in general. He 
had Ritalin, he had Adderal, he tried Concerta, which is even more 
expensive. I had one of my office staff call all of our local phar- 
macies and get a run-down on the average cost for an average pre- 
scription, and it exceeds $100 a month in Ventura County, as of 
this month. 
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This one particular boy, who by the way is 5 feet 11, 246 pounds, 
so even though he’s a child, physically and metabolically he func- 
tions as an adult. His father grows his medicine for him and his 
mother picks leaves out of the back yard and makes tea for him 
in the morning before school. So the cost differential is astronomi- 
cally different. 

Now they have health insurance. Now she can afford to buy the 
other medications for him, but they don’t have any desire to do it 
because of the side effects that he was suffering from the other 
medications. Now he’s fully functional and back in school and get- 
ting good grades, whereas before he was getting Fs and Ds. So the 
cost differential is just ridiculously different. 

Ms. Sanchez. Thank you. 

Dr. DuPont, I have a question for you. I’m interested in knowing 
what your thoughts are concerning the potential use of inhalants 
as British firms have proposed, versus the dangers that are specifi- 
cally associated with smoking marijuana, and whether or not you 
think that inhalant form could be potentially beneficial? 

Dr. DuPont. I think this product shows promise. And I think it’s 
a very attractive idea. Because it doesn’t involve smoking. So I 
think it’s good. My understanding is that it’s going to be subjected 
to this FDA approval process. Should sativex go through that proc- 
ess, and I think it may very well successfully go through that, if 
it does, I would have no difficulty supporting it, as I have sup- 
ported the use of controlled substances approved by the FDA for all 
kinds of indications. This would not trouble me in the least. 

Ms. Sanchez. OK, thank you. And then Mr. Scott, I understand 
that your Board has investigated and suspended Dr. Phillip 
Leveque based on some of his recommendations that he made to 
patients. And I’m interested in knowing specifically what the rec- 
ommendations were that led to his suspension, and how did his 
recommendations adversely affect his patients? 

Dr. Scott. Part of what I can talk about with Dr. Leveque is 
public information. Part of it is not, and there is still some inves- 
tigational information. 

The public information that is available is that Dr. Leveque was 
originally disciplined by the Oregon Board of Medical Examiners 
approximately 2 years ago. The reason for that discipline was not 
regarding the Medical Marijuana Act, it was regarding the Medical 
Practice Act of Oregon and his practice as a physician. 

At that time, he was signing these physician authorizations for 
medical marijuana usage without doing what a physician does. And 
a physician sees a patient, does a history, does a physical, comes 
to a diagnosis, proposes a treatment plan, prescribes the treatment 
plan, which may include medication, and then follows the patient 
to see the response to that treatment plan. 

Dr. Leveque was not doing that. He was investigated and he 
ended up signing a stipulated order where our Board allowed him 
to continue to practice, but under a probationary period. Dr. 
Leveque was more recently investigated again and his license was 
suspended approximately a month ago because we at the Board 
level found he was in violation of his original stipulated order 2 
years ago. 
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Ms. Sanchez. Did either of the violations adversely affect the pa- 
tients? 

Dr. Scott. That’s a matter that I can’t answer. His practice, 
quite honestly, was not as a primary care provider, hut mainly to 
sign these medical marijuana cards. So he did not have an ongoing 
relationship with the patient. He was not monitoring the patients. 
So he was merely signing this documentation that’s required to re- 
ceive medical marijuana. 

I would speculate that his patients, depending upon your opinion 
and their availability of medical marijuana is how it would affect 
their health. And I can’t answer that question for you. 

Ms. Sanchez. Thank you for your testimony. 

Mr. Kampia, what credible research has been done to dem- 
onstrate marijuana’s therapeutic use? 

Mr. Kampia. Well, in the late 1970’s and early 1980’s, there were 
seven States, including California and New York, that did state- 
wide research projects involving marijuana that came from the 
Federal Government. It involved hundreds of patients in each 
State. One of the States actually was Tennessee. A1 Gore’s sister 
was using marijuana for cancer back in, I think, 1981 or 1982. 

And each of these States concluded their studies in 1984 or 1985, 
something like that. They all issued reports, and the reports 
showed that some patients benefited from the Marinol pill, some 
patients benefited from the marijuana but not the pill and some 
patients benefited from neither, which kind of is what we see when 
we talk to patients. Some respond to one, some respond to the 
other, some don’t respond to either. So those studies were done and 
since then, there’s a whole host of studies being done in the Uni- 
versity of California; 10 or 11 studies going right now, I think, 
which was mentioned earlier today. 

And there have been dozens of other studies done by private re- 
searchers here and there in the 1970’s and early 1980’s. Those 
studies were all summarized by the Institute of Medicine which re- 
leased this comprehensive book in 1999. It was paid for by the 
White House drug czar’s office. I think they were looking for some 
conclusions in this book that they didn’t get. But we hold the book 
up now, because we like it, because it shows that marijuana actu- 
ally does have medical value. 

Furthermore, I should point out, another glitch here in how we 
don’t follow science around here is the lOM. In the very beginning 
of their book, they recommended that until a non-smoked, rapid 
onset cannabinoid drug delivery system becomes available, we ac- 
knowledge that there is no clear alternative for people suffering 
from chronic conditions that might be relieved by smoking mari- 
juana, such as pain or AIDS wasting. And they recommended on 
the same page that patients be able to get a 24-hour turnaround 
if their physician and the patient decided that they need mari- 
juana. The Federal Government should give them the opportunity 
to use marijuana within 24 hours. 

I have never heard any Member of Congress nor the drug czar 
decide if they were going to jump on that lOM recommendation 
and make that happen. 

Ms. Sanchez. Thank you for your testimony. I have no more 
questions. 
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Mr. SOUDER. Dr. DuPont, do you have any comment on what he 
just said? 

Dr. DuPont. Well, about the Institute of Medicine report, I think 
there are some slippery words going on here. We talk about mari- 
juana, and you, Mr. Chairman, pointed this out, much of the talk 
when we talk about medical marijuana is dealing with individual 
chemicals in it and not with the smoked marijuana. The lOM re- 
port specifically said with respect to smoked marijuana that smok- 
ing was a bad idea. Let me say this, in summary, there are many 
reasons to worry that people who might choose to use marijuana 
as medicine, especially those who smoke it, the drug could actually 
add to their health problems. 

So I think that there is very little enthusiasm for smoked mari- 
juana. And I would try to use that term, rather than just mari- 
juana. Because marijuana is often talked about as if it’s the con- 
stituent chemicals, like THC or others, that are in there. 

Mr. SoUDER. Thank you for clarifying that. It’s something that 
we had some debates about in the last administration, who failed 
to note in some of their reports the correct distinctions. In Canada, 
as they move forward, and as I’ve talked to the legislators, who I 
don’t agree with, on the general policy, but agree that they are try- 
ing to move ahead without smoked marijuana and in lower inten- 
sity, even in the different pills that separate the components. In 
the Netherlands, the government is in the process of trying to back 
up, which is now a mess in Amsterdam. They are attempting to 
isolate chemicals. Don’t get this confused with marijuana. There 
are substances in all kinds of things that have negative impacts on 
society. And I appreciate your clarifying that. 

Dr. DuPont. Mr. Chairman, I would just point out one thing 
about what you said that is very important. And that is that 
smoked marijuana is the only way it is interesting to the advocates 
in this field. They show no interest in the development of individ- 
ual chemicals whatsoever. 

That shows that their purpose is not medical, it is to influence 
the country’s policies toward marijuana. Medical marijuana is a 
stocking horse for legalization of marijuana, the legitimization of 
smoking marijuana. You can see that very clearly with how little 
interest they have in individual chemicals or any alternate delivery 
system other than marijuana smoking. They’re only interested in 
defending smoking. 

Mr. SouDER. Mr. Kampia, you attempted to defend smoked mari- 
juana again today, which is far more carcinogenic than tobacco. 

Mr. iSuviPiA. That’s wrong. 

Mr. SoUDER. You said it in your testimony. But my question is, 
and then you can make your comments, because I want to give you 
your day in court here, so to speak. Why isn’t your push to sepa- 
rate out and have your primary effort where we can actually find 
more agreement, and that is separating these 400 chemicals in tab- 
let form to try and help people? Why are you mostly focused on 
smoked marijuana? 

Mr. Kampia. Right. Well, Dr. DuPont was wrong on two points, 
and this is answering your question. One is, the lOM specifically 
recommended smoking marijuana. The word smoking marijuana is 
right amongst the words that I just read. So it’s not just me and 
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MPP. It’s the lOM that recommended that. Not as a long term so- 
lution, but as a short term solution, while we’re studying mari- 
juana in a way that could eventually be developed into additional 
pills or a vaporizer or what have you. 

Dr. DuPont. For a few patients, yes. 

Dr. Jensen. Congressman Souder 

Mr. Kampia. That’s the second part to my answer, which is that 
not all of our work actually has to deal with smoked marijuana. 
The work that I referenced about the University of Massachusetts 
trying to get DEA permission to start growing a legal supply of 
marijuana so that they can do some research to get it approved by 
the FDA, that need not be smoked marijuana. In fact, my organiza- 
tion gave a grant recently to some researchers to look into whether 
a vaporizer could be used instead of smoking marijuana. As far as 
we’re concerned, we want the best possible medicine out there for 
the patients, whether it’s a vaporizer, whether it’s smoked mari- 
juana or whether it’s a new pill or what have you. 

The bottom line I think what differentiates the Marijuana Policy 
Project from, say, you, Mr. Chairman, is that in the meantime we 
all have the same vision for the end goal. In the meantime, what 
do you do with the patients who are currently smoking or eating 
marijuana? Your position seems to be, put them in prison. Our po- 
sition is, let them do it while the research goes on and do not ar- 
rest them. 

Dr. Jensen. Congressman Souder, first of all, I wanted to leave 
this with you, if I might. This is a book from Dr. Mitch Earleywine. 
He is a clinical professor at University of Southern California. He 
offered it to you. It’s got some of the latest science on cannabinoids. 
As a physician, I actually think that I can address this issue. There 
are so many different routes of administration and it’s been very 
difficult for me to figure out how to advise patients. They all come 
to me smoking. I recommend to all of them how to quit smoking. 

And as a matter of fact, I have a very effective tobacco cessation 
program. Because I will not give them a note if they don’t make 
a contract with me to quit smoking cigarettes. And I give them a 
period of time and I give them help on how to do that. 

Basically when you inhale marijuana, preferably through a va- 
porizer, but traditionally what most people do is they inhale it ei- 
ther through a cigarette, which includes papers, or through a water 
pipe, which changes the constituents of it. Now, I’m not an expert 
on this. What I’ve learned I’ve learned from patients, unfortu- 
nately, because I have not been able to go to a learned body of my 
peers to educate me. I have learned this from my experience with 
my patients. But when smoking the joint itself with the paper on 
it appears to help the asthmatics more than if they use it from a 
water pipe, it is interesting. When they inhale it from a water pipe, 
the asthmatics seem to actually get worse, which makes no sense. 
But functionally, that’s what happens. 

Now, they do have vaporizers available, but there are such a 
wide variety of vaporizers, the cheapest you can get is $100. I 
bought one as a demonstration tool to show patients how to use 
them. It broke the first week. It had never been used, but it was 
just mechanically so defective it broke. The best vaporizer on the 
market runs around $600 or $700. 
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Mr. SOUDER. Can I ask you a question? I hear your concern for 
the individual patients. But what’s really hard for me to sort out 
in listening to this in your testimony is that you referred in your 
testimony that marijuana had heen used as folk medicine for many 
years, and you’re relying a lot on whether people saying a rolled 
joint or a water pipe is most effective. 

You’re a doctor. 

Dr. Jensen. I want the science. 

Mr. SouDER. But the FDA was clear. You just don’t agree with 
it. 

Dr. Jensen. No, the FDA unfortunately failed to attend to the 
fact that marijuana does have medicinal use. 

Mr. SouDER. No, they didn’t. That’s not what 

Dr. Jensen. He said so himself, that in chronic pain, glaucoma, 
there is proven evidence that it affects those conditions. By defini- 
tion, it has medicinal value. It should not he Schedule I. 

Mr. Souder. By definition, there are 400 components. 

Dr. Jensen. Right, but the point is, why do you want to take and 
analyze out and define each component into a little pill that could 
be sold from some pharmaceutical company when somebody can 
grow it themself? I think they need guidance. I as a physician need 
guidance. But it doesn’t make any sense to me to try and market 
it. It grows right up out of the Earth. 

Mr. Souder. You’re a physician. You’re supposed to follow good 
health practices, and you’re also supposed to follow the law. 

Dr. Jensen. Congressman Souder, I am desperate for guidance 
from my peers. They are unwilling to give it to us. In the absence 
of 

Mr. Souder. They have given it to you. 

Dr. Jensen. In the absence of reading it in an FDA report, I 
have to rely on people who are doing work in the field. And I’ve 
conducted my own studies. 

Mr. Souder. What you mean is, you disagree with the experts 
who have done it, and you would rather rely on people whose judg- 
ment you like better, is that it? 

Dr. Jensen. My patients. Congressman Souder, I am a patient 
advocate. And even if one patient benefits from this drug, then it 
should never, ever be Schedule I. Because Schedule I means no me- 
dicinal uses. And even if one patient is helped, we should help 
them. 

Mr. Souder. Your heart is in the right place, but you are incred- 
ibly ill-advised as a doctor to depend on your patients’ wisdom 
rather than science. 

Dr. Scott, I wanted to ask a question. In Oregon, one of the 
things that has occurred, and I’m not sure whether you have any 
knowledge of this, but it’s a complicating variable, and I’m just ask- 
ing if you have any knowledge. Apparently a drug testing law, as 
it relates to the transportation department, has ruled and over- 
turned for people who are practicing medicinal marijuana and they 
can’t test them. Do you know anything about that? 

Dr. Scott. I’m not aware of that, sir. I can’t testify to that. I 
don’t have any knowledge. 

Mr. Souder. OK, I didn’t know whether that’s come up. 
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Dr. DuPont, I wanted to ask you a final question here. In the 
transportation bill today, a number of us have worked to see that 
the Federal law starts to reflect what we’ve done in alcohol, and 
that is that we have a testing process for people who are high and 
that abuse marijuana and are driving and endangering other driv- 
ers. It’s more complicated, because while excess alcohol has an im- 
mediate devastating impact on impairing a driver, it also doesn’t 
stay in the system as long, which is why it doesn’t have the same 
cumulative negative effect. 

My question, and I don’t know the answer to this, because I 
haven’t asked this question before, do you sense that we’re going 
to be able to devise a test that is able to measure how impaired 
a person is from the marijuana? What I don’t understand is, if the 
marijuana stays in your system for a long period of time, I presume 
that the level of impairment drops, but if you smoke another joint 
a couple days in, you’re getting the most recent overlapping with 
the previous in impairment. The second part of that is, will we 
have a reasonable, reliable test to see how impaired the person is, 
unlike alcohol, where we can give them a breathalyzer or what- 
ever? Because they’re not going to do a hair follicle test. 

Dr. DuPont. Mr. Chairman, I mentioned that I am the president 
of the Institute for Behavior and Health. Drugged driving is one of 
our two top priorities to bring to bear testing and law enforcement 
in the drug driving field, as we have in the last two decades with 
drunk driving. It is a major problem. In highway safety the adverse 
effects of illegal drug use are equal to or on the same scale as, and 
in some cases higher, than those associated with alcohol consump- 
tion. So drugged driving is a national problem that has not been 
addressed. The modern drug testing technology does let us do that. 

But there is a step that needs to be taken, and that is to move 
away from the question of impairment to the question of whether 
the presence of the drug is identified in the driver. This is the 
standard that was taken by the U.S. Department of Transportation 
in 1988 for commercial drivers. It is essentially a per se standard. 
That per se standard should be used for all drivers in the United 
States. The technology is there to do that now. 

I am thrilled, delighted with your interest in this. It is extremely 
timely, and it is going to make a huge difference in highway safety 
and also drug abuse prevention. So I am a very enthusiastic sup- 
porter, but we’re going to have to move to a per se standard, which 
is what has happened in the work place. That’s what goes on now 
with people who do drug testing. Millions of American workers are 
drug tested using this standard. It’s a per se standard. It is what 
is done in transportation for commercial drivers. It is the right 
standard to apply across the board. If you are driving a vehicle, you 
don’t have drugs present in your body. 

Mr. SOUDER. Thank you. I think that’s the way we have it in In- 
diana. I know there is some form of this in the bill we’re voting on 
in a little bit here. But I don’t know what the final form was and 
how it was amended. 

Are you familiar at all with the case, when I was a staffer for 
Senator Coates, I think Senator Danforth initiated the drug testing 
for transportation. 

Dr. DuPont. Yes. 
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Mr. SouDER. This case in Oregon questioned whether it could be 
enforced if the person had a medical marijuana prescription. 

Dr. DuPont. My understanding, and there may be something 
that happened recently that I’m not familiar with, but my under- 
standing is that the Federal law is preemptive. So called medical 
marijuana is a violation of this standard. So even if you have a 
medical certificate, it’s a violation and you lose your license and 
right to drive. That’s my understanding of the law. 

Mr. SouDER. I think it was a local court that challenged it. 

Dr. DuPont. But that has been the Department of Transpor- 
tation standard. The previous administration took that position, 
and this administration takes that position. There may be some- 
thing that’s happened that I don’t know about just recently. But 
that has been the position of the Department of Transportation 
under both the Clinton administration and the Bush administra- 
tion. 

Mr. SoUDER. I’m not sure how this is going to move up the court 
system, because it wasn’t a legislative decision. It was a court deci- 
sion I’m very concerned about. Because if you can have this medi- 
cal waiver and be driving a truck, we have a huge loophole here 
unless we very tightly limit it, which I know is what the State 
boards are trying to do, to address the abusive excesses of this. At 
the same time, unless we radically control this, and somehow get 
over this idea of State’s rights nullifying Federal law, we’re in deep 
trouble in laws like that. 

I thank each of you for coming today. If you have any additional 
comments, you can put them into the record. I appreciate our hav- 
ing a continuing debate, and I’m sure it won’t have ended today. 

With that, the subcommittee stands adjourned. 

[Whereupon, at 4:40 p.m., the subcommittee was adjourned, to 
reconvene at the call of the Chair.] 

[Additional information submitted for the hearing record follows:] 
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AfiNOlD SCHWABZEmCGiR, Governor 



June 1 , 2004 


The Honorable Mark E. Souder 
U.S. House of Representatives 
Chairman 

Subcommittee on Criminal Justice, Drug Policy and Human Resources 
Committee on Government Reform 
2157 Rayburn House Office Building 
Washington, DC 20515-6143 


Dear Representative Souder; 

In response to your correspondence of May 19, 2004, the following response is 
provided, (with your questions preceding in italics). 

1. Your testimony suggests that the primary role of the Medical Board of California 
(the “Board"^ is to verify that a doctor has complied with certain procedural 
requirements - e.g., having a current license, conducting an examination and 
filling out the appropriate forms. 

The Medical Board of California exists to reguiate the professional conduct 
and competence of California physicians. Our Legislature has decreed that 
protection of the public is the highest priority for the Board, and where 
public protection is inconsistent with other interests sought to be 
promoted, the protection of the public shall be paramount. In keeping with 
this mandate, it is the duty of the Medical Board to investigate all 
complaints received regarding the professional activities of California 
physicians. If our investigation shows that a physician has engaged in 
unprofessional conduct, as defined by the governing statutes, disciplinary 
action will be pursued. 

a. Does this mean that a doctor could prescribe the scientifically wrong 

medication and still be in compliance with your regulations? For example, 
if a doctor carried out all the proper “procedures" but then prescribed 
Viagra to a patient with high blood pressure, would the Board take any 
action? 

Disciplinary action will be imposed in those instances where it has 
been established by clear and convincing evidence that a 
physician’s conduct departed from the prevailing standard of 
practice. It must be emphasized that the Medical Board does not 
define the standard of practice. The standard of practice is derived 
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from several sources; applicable statutory and case law, regulations 
and most importantly, by expert peer testimony. The Board does not 
establish “procedures” which physicians must follow, nor does it 
take a position with regard to specific medications. The role of the 
Medical Board is to determine the applicable community standard 
through its objective physician experts, and to apply it to the facts of 
a given case. 

The Board can take action if a physician falls below the standard of 
care, established by the medical community and opined upon by 
medical experts. No action can be taken based on what may be 
“scientifically wrong," unless it has been established that the 
medical procedure or treatment fell below the standard for a given 
patient in a given situation. If a medical treatment or procedure is 
contra-indicated for a particular patient, the medical expert would be 
expected to describe the community standard and how the contra- 
indicated procedure departed from that standard. 

b. Are there any medications other than marijuana for which the board takes 
no position as to whether they are safe and effective ? If a doctor tried to 
prescribe thalidomide for morning sickness, for example, despite what we 
now know about Its side effects, would the Board take action? 

As a regulatory agency the Board takes no position on any medical 
treatment or modality, and would rely on medical experts to state 
whether a specific treatment or modality, given to a particular 
patient, at a particular point in time, was within the standard. 

c Does the board have any responsibility for regulating the content of 
medical treatment, rather than merely the procedures? 

If medical treatment falls below the standard of care, as described by 
a Board-retained medial expert, the board would take action against 
the identified physician’s license. 

2. The voters In your state have attempted to legalize the use of marijuana for 
“medical” purposes, so it is understandable that the board - as a state 
government agency - feels obligated to implement that policy. Nevertheless, as 
doctors themselves and as regulators of the medical profession, it would seem 
that the members of the Board are supposed to protect the public based on 
scientific and medical evidence - not on politics. We have some questions about 
whether permitting doctors and patients to use a drug in this way can ever be 
considered appropriate in the practice of medicine. 

The Compassionate Use Act of 1996, (commonly known as Proposition 
215) was passed by California voters through the initiative process and 
became law in November 1996. This act added section 11362.5 to the 
California Health and Safety Code. The main thrust of the Act was to allow 
seriously ill Californians to obtain and use marijuana for medicinal 
purposes where such use is deemed appropriate and has been 
recommended by a physician. 
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a. Are there any drugs other than marijuana that the Board believes can be 
safely smoked? If a doctor recommended that a patient smoke morphine, 
for example, would the Board take any action? 

The Medical Board of California exists to regulate the professional 
conduct and competence of California physicians. Our Legislature 
has decreed that protection of the public is the highest priority for 
the Board, and where public protection is inconsistent with other 
interests sought to be promoted, the protection of the public shall be 
paramount. In keeping with this mandate, it is the duty of the Medical 
Board to investigate all complaints received regarding the 
professional activities of a California physician. If our investigation 
shows that a physician has engaged in unprofessional conduct, as 
defined by the governing statutes, disciplinary action will be 
pursued. 

Regarding smoking as a delivery method: As a regulatory agency the 
Board takes no position on any medical treatment or modality, and 
would rely on medical experts to state whether a specific treatment 
or modality, given to a particular patient, at a particular point in time, 
was within the standard. 

b. Does the Board have any concerns about the lack of health or safety 
controls on the supply of marijuana to patients - since patients are 
essentially allowed to grow or procure their own ''medicine"? Are there 
any other medications that you believe can be responsibly manufactured 
and self-administered by patients? 

The Board has no jurisdiction over access to marijuana. 

Alternative medicine, which includes a wide range of modalities and 
treatments, has been incorporated into the practices of many 
licensed physicians. The Board has no position over any particular 
remedy, but would rely on the medical expert opinion, in a particular 
case, for a particular ailment, at a particular point in time, to 
determine if a remedy was within or outside the standard of care. 

c. How much evidence, and what kind of evidence, does the Board believe is 
necessary before a drug should be used to treat a condition? Is anecdotal 
evidence sufficient? Should a doctor prescribe or "recommend" a drug 
that has not yet been propedy tested? 

While the FDA has the role of ensuring drugs are safe and effective, 
physicians are legally allowed off-label use. This off-label use makes 
the physician responsible for the medical care and treatment 
provided to each patient under their care. The Board does not 
evaluate drugs or if they should be used to treat any condition but 
would rely on the medical expert to determine if the standard of care 
was met. 
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Much alternative medicine, which is emerging, relies on anecdotai 
evidence as a starting point which may be augmented by scientific 
studies. The Board has taken action against alternative medicine 
practitioners when their ciaims or promises to patients faii outside 
the standard of practice. 

Physicians are responsible for the care and treatment of their 
patients and providing them medicine within the community 
standard. A physician who provides any medicai treatment may be 
subject to peer review any may be subject to action by the Board if 
their treatment fails below the standard. 

d. Since the federal government has already tested and approved Marinol, a 
marijuana derivative, why should doctors recommend any other form of 
marijuana? 

Inasmuch as California Heaith and Safety Code section 11362.5 
establishes that marijuana can be used medically in California, the 
question before the Medical Board is limited to whether a physician 
who has recommended or approved marijuana has done so in a 
manner consistent with the standard of practice. 

The Board has no opinion about Marinol versus marijuana and would 
rely on a medical expert to describe the community standard in a 
particular situation. 

e. Should marijuana be used to treat psychiatric or psychological conditions 
like attention deficit disorder (ADD), depression or anxiety? Why or why 
not? 

It is the community practice, not Board edict, which establishes the 
governing standard of practice with respect to physicians who 
recommend or approve marijuana to patients. The Board has 
consistently stated that physicians who do recommend marijuana 
must do so in accordance with accepted standards of medical 
responsibility. It is important to note the process a physician is 
expected to follow when recommending marijuana to a patient is the 
same as any physician would be expected to follow when 
prescribing any drug or treatment. This standard includes a history 
and good faith examination of the patient, development of a 
treatment plan with objectives, provision of informed consent, 
periodic review of the efficacy of treatment, any necessary 
consultation, and proper documentation to support the physician’s 
decision to recommend the use of marijuana. This process is not 
merely a “procedure” to be followed by a physician, but is the overall 
assessment, evaluation and medical treatment provided by the 
physician. Similarly, it is not for the Board to determine which 
medical conditions may be appropriately treated with marijuana. 

California Health and Safety Code section 11362.5(b)(1)(A) states that 
“seriously ill Californians have the right to obtain and use marijuana 
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for medical purposes where that medical use is deemed appropriate 
and has been recommended by a physician who has determined that 
the person’s health would benefit from the use of marijuana in the 
treatment of...or any other illness for which marijuana provides 
relief.” 

f. Should marijuana be used to treat moderate or low-level pain? Why or 
why not? 

California Health and Safety Code section '11362.5(b)(1)(A) states that 
“seriously ill Californians have the right to obtain and use marijuana 
for medical purposes where that medical use is deemed appropriate 
and has been recommended by a physician who has determined that 
the person’s health would benefit from the use of marijuana in the 
treatment of. ..chronic pa/n... or any other illness for which marijuana 
provides relief.” 

g. Should marijuana be used to treat epilepsy? Why or why not? 

California Health and Safety Code section 11362.5(b)(1)(A) states that 
“seriously ill Californians have the right to obtain and use marijuana 
for medical purposes where that medical use is deemed appropriate 
and has been recommended by a physician who has determined that 
the person’s health would benefit from the use of marijuana in the 
treatment of.. .or any other illness for which marijuana provides 
relief.” 

h. Should marijuana be used to treat children or teenagers, including for 
psychiatric or psychological conditions? Why or why not? 

California Health and Safety Code section 11362.5(b)(1)(A) states that 
“seriously ill Californians have the right to obtain and use marijuana 
for medical purposes where that medical use is deemed appropriate 
and has been recommended by a physician who has determined that 
the person's health would benefit from the use of marijuana in the 
treatment of...or any other illness for which marijuana provides 
relief.” 

If a complaint is riled against a physician, alleging the improper recommendation 
of marijuana use in medical treatment, how does the Board determine if that use 
of marijuana was appropriate? 

It is the community practice, not Board edict, which establishes the 
governing standard of practice with respect to physicians who recommend 
or approve marijuana to patients. The Board has consistently stated that 
physicians who do recommend marijuana must do so in accordance with 
accepted standards of medical responsibility, it is important to note the 
process a physician is expected to follow when recommending marijuana 
to a patient is the same as any physician would be expected to follow when 
prescribing any drug or treatment. This standard includes a history and 
good faith examination of the patient, development of a treatment plan with 
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objectives, provision of informed consent, periodic review of the efficacy of 
treatment, any necessary consultation, and proper documentation to 
support the physician’s decision to recommend the use of marijuana. This 
process is not merely a “procedure" to be followed by a physician, but is 
the overall assessment, evaluation and medical treatment provided by the 
physician. Similarly, it is not for the Board to determine which medical 
conditions may be appropriately treated with marijuana. 

a. What standards are applied? 

Licensed physicians in a particular specialty provide expert opinion 
to establish the standard of practice within the medical 
“community,” within the state of California. 

b. Who determines what those standards are? If they are determined by 
medical experts, who are those experts, and what is the basis for their 
selection? 

The Board relies upon impartial, third party expert physicians to 
determine whether a physician has comported with the standard of 
practice in any given speciality or sub-specialty. These experts are 
board certified physicians whose licenses are in good standing who 
are familiar with the standard of practice for a particular ailment. The 
Board utilizes expert reviewers who engage in a practice that is 
similar to that of the physician who is under investigation. Because 
the ultimate question before the Medical Board is whether a 
physician adhered to the standard of practice for a physician in 
California, it is appropriate and necessary for the Board to utilize 
expert witnesses who practice in our state, and who are familiar with 
the applicable standard of practice. The experts review not only the 
mechanical “procedure” followed, but the quality and extent of the 
physician’s treatment of the patient as well. 

c. Is there such a thing as a “medical expert" on the use of marijuana? 

Medical experts are divided into practice specialties, and not by a 
particular modality or treatment. A medical expert who provides 
testimony re: marijuana, could therefore, be one of many different 
specialty fields, e.g., ob/gyn, internal medicine, pain management. 

If the expert determines that a physician fell below the standard, i.e., 
marijuana was contraindicated in a particular case, the Board would 
expect the expert to so state, and to state the reasons for that 
conclusion. Similarly, the expert may conclude that the evaluation 
conducted by the subject physician was superficial or Inadequate. 
Our experts must review the physician’s medical records, and 
determine whether appropriate medical records have been created. 

In any case, the expert may conclude that marijuana was or was not 
an appropriate treatment for the condition presented. In other 
words, the expert reviewer will consider and assess the entire 
clinical presentation. 
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d. Why would the Board not consult with federal government experts, like 
those at FDA or NIDA ? 

Complaints to the Board typically do not pivot on whether a 
particular modality was good or bad, but rather there Is focus on the 
question if the medical care provided met the standard of practice. 
The standard of practice, which is generally limited to the borders of 
our state, is established by a physician practicing medicine in the 
same specialty area as the physician under investigation. 
Occasionally, the Board has utilized federal government experts in 
cases where the issues did not involve the quality of medical care 
provided, but involved devices which were manufactured outside of 
the law or did not have FDA approval. Generally speaking, federal 
government experts are not able to provide expert opinions 
regarding the California standard of practice in quality of care cases. 


To further illustrate how the Board has responded to a complaint over improper 
recommendations of medical marijuana, please find attached a copy of an Accusation 
and Decision in a recent case, that resulted in physician discipline. 

Sincerely, 



Joan M. Jerzak 
Chief of Enfocement 
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1 BILLLOCKYER, Attorney General 

of the State of California 

2 LAWRENCE A. MERCER, State Bar No. 111898 
JANE ZACK SIMON, State Bar No. 1 16564 

3 Deputy Attorneys General 
California Department of Justice 

4 455 Golden Gate Avenue, Suite 1 1000 
San Francisco, CA 94102-7004 

5 Telephone: Mercer (415) 703-5539 

Simon (415) 703-5544 

6 Facsimile: (415)703-5480 

7 Attorneys for Complainant 
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BEFORE THE 

DIVISION OF MEDICAL QUALITY 
MEDICAL BOARD OF CALIFORNIA 
DEPARTMENT OF CONSUMER AFFAIRS 
STATE OF CALIFORNIA 
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In the Matter of the Accusation Against: 

TODaMIKURIYA, M.D. 

1 168 Sterling Avenue 
Berkeley, CA 94708 

Physician's and Surgeon’s Certificate No. 
G-9124 


Case No. 12-1999-98783 

SECOND AMENDED ACCUSATION 


Respondent. 


Complainant alleges: 

PARTIES 

1 . Ron Joseph (Complainant) brings this First Amended Accusation 
(“Accusation”) solely in his official capacity as the Executive Director of the Medical Board of 
California, Department of Consumer Affairs. 

2. On or about October 16, 1963, the Medical Board of California issued 
Physician's and Surgeon's Certificate Number G-9124 to Tod H. Mikuriya, M.D. (Respondent). 
The Physician's and Surgeon's Certificate was in fell force and effect at all times relevant to the 
charges brought herein and will expire on September 30, 2003, unless renewed. 

/// 
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/// 

JURISDICTION 

3. This Accusation is brought before the Division of Medical Quality, 
Medical Board of California (Division), under the authority of the following sections of the 
Business and Professions Code (Code). 

4. Section 2003 of the Code states: “The board shall consist of the following 
two divisions: a Division of Medical Quality, and a Division of Licensing,” 

5. Section 2004 of the Code states: 

“The Division of Medical Quality shall have the responsibility for the following: 

“(a) The enforcement of the disciplinary and criminal provisions of the Medical 
Practice Act. 

“(b) The administration and bearing of disciplinary actions. 

“(c) Carrying out disciplinary actions appropriate to findings made by a medical 
quality review committee, the division, or an administrative law judge. 

“(d) Suspending, revoking, or otherwise limiting certificates after the conclusion 
of disciplinary actions. 

“(e) Reviewing the quality of medical practice carried out by physician and 
surgeon certificate holders under the jurisdiction of the board.” 

6. Section 2227 of the Code provides that a licensee who is found guilty 
under the Medical Practice Act may have his or her license revoked, suspended for a period not 
to exceed one year, placed on probation and required to pay the costs of probation monitoring, or 
such other action taken in relation to discipline as the Division deems proper. 

7. Section 2234 of the Code provides, in pertinent part, that the Division of 
Medical Quality shall take action against any licensee who is charged with unprofessional 
conduct. Unprofessional conduct includes, but is not limited to, the following: 

(a) Violating or attempting to violate, directly or indirectly, or assisting in or 
abetting the violation of, or conspiring to violate, any provision of this chapter [Chapter 
5, the Medical Practice Act], 
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(b) Gross negligence. 

(c) Repeated negligent acts . . . 

(d) Incompetence. 

(e) The commission of any act involving dishonesty or corruption which is 
substantially related to the qualifications, functions, or duties of a physician and surgeon. 

(f) Any action or conduct which would have warranted the denial of a certificate. 


7 

8 
9 

10 

11 

12 

13 

14 

15 


8. Section 2242 of the Code states, in pertinent part: 

“(a) Prescribing, dispensing, or furnishing dangerous drugs as defined in Section 
4022 without a good faith prior examination and medical indication therefor, constitutes 
unprofessional conduct.” 

9. Section 2266 of the Code provides: 

“The failure of a physician and surgeon to maintain adequate and accurate records 
relating to the provision of services to their patients constitutes unprofessional conduct.” 

10. Section 125.3 of the Code provides, in part, that the Board may request the 
administrative law judge to direct any licentiate found to have committed a violation or 


1 6 violations of the licensing act, to pay the Board a sum not to exceed the reasonable costs of the 

1 7 investigation and enforcement of the case. 
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11. Welfare and Institutions Code section 14123.12 states, in pertinent part, as 
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follows: 
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“(a) Upon receipt of written notice form the Medical Board of California, that a 
licensee’s license has been placed on probation as a result of a disciplinary action, the 
department mayn to reimburse any Medi-Ca! claim for the type of surgical service or 
invasive procetoe that gave rise to the probation, that was performed by the license on 
or after the effective date of the probation and until the termination of all probationary 
terms and conditions or until the probationary period has ended, whichever occurs first. 
This section shall apply except in any case in which the relevant licensing board 
determines that compelling circumstances warrant the continued reimbursement during 
the probationary period of any Medi-Cal claim... In such a case, the department shall 
continue to reimburse the licensee for all procedures, except for those invasive or 
surgical procedures for which the licensee was placed on probation.” 
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III 


FIRST CAUSE FOR DISCIPLINARY ACTION 
fPatient RA.l 

(Unprofessional Conduct/Gross Negligence/Negligence/Incompetence) 

12. Respondent is subject to disciplinary action under sections 2234, and/or 
2234(b), and/or 2234(c), and/or 2234(d) of the Code in that respondent committed 
unprofessional conduct, and/or was grossly and/or simply negligent, and/or incompetent in the 
care and treatment of Patient R.A.’ The circumstances are as follows: 

A. On or about March 5, 1997, Patient R.A., a 34 year old male, self-referred 
to respondent for medical advice regarding treatment of R. A. ’s condition with 
marijuana, a Schedule I controlled substance. Respondent’s records do not reflect 
the nature of the patient’s health problems at that time, nor do the records reflect 
what advice was given to the patient by respondent. No psychiatric history, 
medical history, physical examination or mental status examination is recorded. 

A note by respondent indicates that two pages of the original record were given 
away by respondent. Respondent was interviewed and stated that he did conduct 
an examination, which he described as “observing the patient closely” and 
“talking with him.” 

B. On or about November 6, 1 998, Patient R. A. responded to a “Follow Up 
Visit Questionnaire”, wherein he reported that marijuana had been used by him 
for treatment of “Gastritis/Anxiety Disorder.” No psychiatric history, medical 
history, physical examination or mental status examination is recorded by 
respondent. The only remarks recorded by respondent are “irritation from low 
potency” and “recounts stressors of arrest + case + involvement + insomnia. Disc 
effects on life.” Inquiry as to the status of the patient’s two complaints was made 
in the form of a check-the-appropriate-box response (“stable”, “improved” or 

1 , Patients’ names are abbreviated to protect privacy. Full information will be provided to 
the respondent upon timely request for discovery. 
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“worse”) by the patient re “illness status.” A “physician’s statement, dated 
November 18,1 998, states that Patient R.A. is under respondent’s care and 
supervision for the treatment of gastritis and anxiety disorder, for which 
respondent recommends and approves the use of marijuana. The physician’s 
statement indicates that it is an update from one dated March 5, 1997. 

C. According to respondent’s records, dated August 5, 1999, Patient R.A. 
provided a further follow-up questionnaire in which he reported treating 
complaints of anxiety disorder, gastritis and irritable bowel syndrome with 
marijuana, 15-38 grams per week. Respondent’s only comments are noted as 
“vaporize” and “oral”, presumably referring to a recommended method of 
marijuana utilization. 

D. Respondent’s records, dated April 28, 2000, indicate that R.A, complained 
of increased anxiety and insomnia. There is no documented medical response by 
Dr. Mikuriya to the patient’s increased symptoms. 

E. On January 4, 2001, Patient R.A. submitted a follow up questionnaire 
which indicated that he continued to suffer from anxiety and gastritis. No 
psychiatric history, medical history, physical examination or mental status 
examination is recorded by respondent. The patient’s reported marijuana use was 
stated to be 60 grams or more per week — about double what he had previously 
described ~ and the patient stated that only price and availability prevented him 
from consuming four times that amount. Respondent issued a “physician’s 
statement” which indicated that Patient R.A. was under respondent’s medical care 
and supervision for treatment of a serious medical condition, which is noted as 
Anxiety Disorder, for which respondent recommended and approved the use of 
marijuana. 

F. On March 12, 2001, Patient R.A. consulted respondent by telephone. He 
reported a 20 lb. weight loss and an increase in his anxiety, bowel complaints and 
insomnia. He also reported liunbosacral back pain. There is neither documented 
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medical response nor recommendation that the patient seek medical evaluation of 

his increased symptoms. 

1 3 . Respondent’s conduct, as described above, constitutes unprofessional 
conduct and represents extreme and/or simple departures from the standard of care, and/or acts 
of incompetence in that respondent committed errors and omissions in the care and treatment of 
Patient R.A., including but not limited to the followings: 

A. Respondent failed to evaluate R-A.’s complaints of anxiety and insomnia 
by means of a standard psychiatric history, medical history, physical 
examination and mental status examination; 

B. Respondent failed to evaluate R.A.’s gastrointestinal complaints and failed 
to rule out serious and perhaps life threatening illness while 
recommending palliative treatment; 

C. Respondent failed to follow up on R.A. ’s complaints and used an 
inadequate check box questionnaire which lumped R.A.’s multiple 
complaints together as a single illness; 

D. Respondent falsely and unethically represented that R.A. was under his 
care and supervision for treatment of serious medical conditions, when in 
fact respondent provided neither care nor treatment, but only approved the 
patient’s use of marijuana as a palliative. 

SECOND CAUSE FOR DISCIPLINARY ACTION 
(Patient S.A.l 

(Unprofessional Conduct/Gross Negligence/Negligence/lncompetence) 

14. Respondent is subject to disciplinary action under sections 2234, and/or 
2234(b) and/or 2234(c), and/or 2234(d) of the Code in that respondent committed unprofessional 
conduct, and/or was grossly and/or simply negligent and/or incompetent in the care and 
treatment of Patient S.A. The circumstances are as follows; 

A. On or about May 20, 1996, Patient S.A., a 20 year old male, presented to 

respondent for a recomraendation/approval for marijuana. The patient gave a 
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history of nausea, vomiting, motion sickness and anorexia. Medical records 
indicate that the patient had previously been worked up by physicians for a 
suspected ulcer. The patient also had a history significant for an arrest for 
possession and cultivation of marijuana 18 months earlier. In respondent’s 
records there is no documentation that respondent elicited a history of other 
medical conditions, took vital signs or performed a physical/mental status 
examination. Respondent prescribed Marinol, a pharmaceutical containing the 
active ingredient in marijuana, for the patients symptoms. Respondent did not 
otherwise formulate a treatment plan or propose follow up for the patient’s 
continuing gastrointestinal problems. 

B. On November 10, 1997, respondent charted a note indicating that the 
patient reported that Marinol provided less relief than crude marijuana. Based 
upon the patient’s statement that the patient was “doing well with symptom 
control”, respondent issued a “physician’s statement” stating that Patient S.A. was 
under respondent’s medical care and supervision for the serious medical 
condition of gastritis and that respondent recommended marijuana for his 
condition. 

C. On May 12, 1998, Patient S.A. requested a renewal of his Marinol 
prescription. The communication is stated to be a “televisit” and die patient’s 
gastritis is described by a box checked “stable.” A note at the bottom of the form 
states that a certificate, presumably for continued marijuana use, was mailed to 
the patient. 

D. On October 1 6, 1999, the patient again requested a “renewal of cannabis 
recommendation.” As with the prior 1998 communication, the communication 
was not face-to-face, but was conducted via fax transmittal of a “Cannabis Patient 
Follow Up Visit Questionnaire.” The form contains the patient’s assessment that 
his gastritis was “stable” and his nausea was “better.” The patient checked the 
box indicating that he found the treatment “very effective” and answered “no” to 
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the question whether he had experienced “adverse effects.” | 

15. Respondent’s conduct, as described above, constitutes unprofessional 
conduct and represents extreme and/or simple departures from the standard of care, and/or acts 
of incompetence in that respondent committed errors and omissions in the care and treatment of 
Patient S.A., including but not limited to the following: 

A. Respondent failed to evaluate the patient’s gastrointestinal complaints by 
appropriate physical examination and prescribed Marlnol, a Schedule III 
controlled substance, without ruling out progression of the previously 
suspected duodenal ulcer; 

B. Respondent failed to re-evaluate the patient's gastrointestinal complaints 
on subsequent visits or to refer the patient to a physician for re-evaluation; 

C. Respondent renewed the patient’s medications in 1998 and 1999 without 
an interval history of the patient’s condition and with the last examination 
not having been performed since on or before November 10, 1997; 

D. Respondent charged the patient for medication renewal without 
conducting an examination. 

THIRD CAUSE FOR DISCIPLINARY ACTION 
IPatient J.B.l 

(Unprofessional Conduct/Gross Negligence/Negligence/Incompetence) 

16. Respondent is subject to disciplinary action under sections 2234, and/or 
2234(b) and/or 2234(c), and/or 2234(d) of the Code in that respondent committed unprofessional 
conduct, and/or was grossly and/or simply negligent and/or incompetent in the care and treatment 
of Patient J.B.. The circumstances are as follows: 

A. On August 9, 1997, Patient J.B,, a 40 year old female, presented with a ten 
year history of chronic depression, anxiety, and acute stress secondary to a recent 
arrest for possession and cultivation of marijuana. Respondent’s records include a 
one page document entitled “Mental Status” on which he recorded a diagnostic 
impression included of Dysthymic Disorder on Axis I and Acute Post Traumatic 
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Stress Disorder on Axis III. 

B. Respondent was interviewed regarding J.B. and, although it is not charted, 
indicated that Patient J.B. had ahistory of alcoholism, was paranoid and abusive and 
was “categorically opposed to any chemicals." Respondent also recalled that the 
patient had additional, unrecorded, symptoms, including nausea, vomiting and 
diarrhea. 

C. On August 9, 1997, respondent issued a “physician’s statemenf ’ in which he 
stated that Patient J.B. was under his medical care and supervision for the treatment 
of medical conditions designated as Post Traumatic Stress Disorder and Dysthymic 
Disorder. 

17. Respondent’s conduct, as described above, constitutes unprofessional conduct 
and represents extreme and/or simple departiues from the standard of care, and/or acts of 
incompetence in that respondent committed errors and omissions in the care and treatment ofPatient 
J.B., including but not limited to the following:; 

A. Respondent conducted an inadequate evaluation ofPatient J.B.’s symptoms 
of depression, anxiety and panic attacks; 

B. Respondent arrived at diagnoses of post traumatic stress disorder and 
dysthymic disorder without conducting a documented clinical evaluation; 

C. Respondent failed to offer Patient J.B. standard psychiatric treatment for her 
condition; 

D. Respondent failed to provide follow up care for Patient J.B.’s complaints. 
FOURTH CAUSE FOR DISCIPLINARY ACTION 

/Patient J.M.B.J 

(Unprofessional Conduct/Gross Negligence/Negligence/Incompetence) 

1 8. Respondent is subject to disciplinary action under sections 2234, and/or 
2234(b) and/or 2234(c), and/or 2234(d) of the Code in that respondent committed unprofessional 
conduct, and/or was grossly and/or simply negligent and/or incompetent in the care and 
treatment ofPatient J.M.B.. The circumstances are as follows: 
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A. On or about December 30, 1998, Patient J.M.B., a 26 year old male, 
presented with a history of multiple cervical and thoracic spinal fractures alleged 
to have been sustained in prior accidents. The patient reported that he was taking 
multiple, prescribed, controlled substances for his back condition. He also 
reported that he had been arrested and was facing prosecution for possession and 
cultivation of marijuana. Patient J.M.B. requested a recommendation for the use 
of marijuana. Respondent’s records contain no vital signs, physical examination 
or other medical evaluation of the patient’s spinal complaints. On the same day, 
respondent issued a “physician’s certificate” which states that Patient J.M.B. is 
under respondent’s medical care and supervision for the treatment of 
intervertebral disk disease. 

B, On June 22, 1999, respondent issued a “physician’s statement” to Patient 
J.M.B,, reiterating that J.M.B, was under respondent’s medical care and 
supervision for the treatment of intervertebral disk disease. There is no record 
that respondent re-evaluated J.M.B. on this date, nor is there any evidence that 
respondent obtained an interval history from the patient. Respondent’s records 
indicate that J.M.B. was incarcerated in September, 1999, and that it was reported 
to respondent that J.M.B. was “bragging to other prisoners get letter from” 
respondent. At his interview, respondent recalled that J.M.B. desired a marijuana 
recommendation that would allow its use while incarcerated. 

19. Respondent’s conduct, as described above, constitutes unprofessional 
conduct and represents extreme and/or simple departures from the standard of care, and/or acts 
of incompetence in that respondent committed errors and omissions in the care and treatment of 
Patient J.M.B., including but not limited to the following: 

A. Respondent failed to evaluate J.M.B, for intervertebral disk disease and 
airived at a diagnosis without performing appropriate medical work up; 

B. Respondent renewed the patient’s recommendation without interval 
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histoiy or re-evaluation; 

C. Respondent’s statement that J.M.B. was under his medical care and 
supervision for intervertebral disk disease was false and unethical. 

FIFTH CAUSE FOR DISCIPLINARY ACTION 
fPatient R.B.1 

(Unprofessional Conduct/Gross Negligence/Negligence/Incompetence) 

20. Respondent is subject to disciplinary action under sections 2234, and/or 
2234(b) and/or 2234(c), and/or 2234(d) of the Code in that respondent committed unprofessional 
conduct, and/or was grossly and/or simply negligent and'or incompetent in the care and 
treatment of Patient R.B.. The circumstances are as follows; 

A. On May 21, 1999, Patient R.B., a 27 year old male, presented to 
respondent with complaints of nausea and dizziness. Respondent made diagnoses 
of nausea and alcohol-related gastritis. There is no record of a history, physical 
examination or other appropriate methods by which to arrive at a medical 
diagnosis. No vital signs are recorded and no laboratory tests are ordered to 
Investigate the patient’s potentially serious symptoms. The patient was not seen 
again by respondent. On January 27, 2000, Patient R.B. advised that he had been 
arrested and charged with possession and cultivation and requested that 
respondent “furnish a letter confirming my use of Marijuana to control my 
sympton [sic] of Psychogenic Nausea and Gastritis Dyspepsia.” 

2 1 . Respondent’s conduct, as described above, constitutes unprofessional 
conduct and represents extreme and/or simple departures from the standard of care, and/or acts 
of incompetence in that respondent committed errors and omissions in the care and treatment of 
Patient R.B., including but not limited to the following: 

A. Respondent diagnosed the patient with nausea and gastritis without taking 
a history, performing a physical evaluation, recording vital signs or 
ordering laboratory tests. 

// 
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SIXTH CAUSE FOR DISCIPLINARY ACTION 
(Patient D.B. l 

(Unprofessional Conduct/Gross Negligence/Negligence/Incompetence) 

22. Respondent is subject to disciplinary action under sections 2234, and/or 
2234(b) and/or 2234(c), and/or 2234(d) of the Code in that respondent committed unprofessional 
conduct, and/or was grossly and/or simply negligent and/or incompetent in the care and treatment 
of Patient D.B. The circumstances are as follows: 

A. On June 26, 1998, Patient D.B., a 20 year old male, presented with a history 
of cerebral palsy since birth and post-traumatic arthritis “after a car wreck.” No 
physical examination is recorded, no vital signs are noted. A release signed by the 
patient for the records of an Oregon physician was provided, but the records were not 
obtained. On June 27, 1998, respondent provided D.B. with a “physician’s 
statement” which states that D.B. is under respondent’s medical care and supervision 
for the treatment of cerebral palsy and post-traumatic arthritis. 

B. On October 9, 1998, D.B. advised by telephone that he had been arrested for 
trespassing and that officers had confiscated 4-5 grams of marijuana. D.B. requested 
that respondent verify his status as a medical marijuana user and respondent did so 
for a charge of $100.00. D.B. was not re-examined at that time, but respondent 
relayed to law enforcement that D.B. suffered increased insomnia after his arrest. 

C. On January 2 1 , 2000, Patient D.B. submitted a follow up questionnaire. The 
reason for the contact was stated to be that the patient had “funds to contacf’ 
respondent. No physical examination is recorded. Respondent’s comments on the 
questionnaire state only that the efficacy of treatment is “good” and that the patient 
is “now on probation but growing.” The patient sent respondent a money order for 
$120.00 on January 29, 2000, and on February 14, 2000, respondent provided a 
“physician’s statement” that states that Patient D.B. “is under my medical care and 
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supervision for treatment of the serious medical conditions: Cerebral Palsy, 
Traumatic Arthritis.” 

23 . Respondent’s conduct, as described above, constitutes unprofessional conduct 
and represents extreme and/or simple departures from the standard of care, and/or acts of 
incompetence in that respondent committed errors and omissions in the care and treatment of Patient 
D.B., including but not limited to the following; 

A. Respondent recommended treatment to the patient without conducting a 
physical examination; 

B. Respondent obtained a release from the patient for his medical records, but 
failed to obtain and/or document review of the records; 

C. Respondent failed to provide follow up or referral for the patient’s 
complaints; 

D. Respondent charged for renewal of the patient’s recommendation albeit no 
examination was performed; 

E. Respondent’s statement that D.B. was under his medical care and supervision 
for cerebral palsy and traumatic arthritis was false and unethical. 
SEVENTH CAUSE FOR DISCIPLINARY ACTION 

(Patient K.J.B.l 

(Unprofe.ssional Conduct/Gross Negligence/Negligence/lnoompetenoe) 

24. Respondent is subject to disciplinary action under sections 2234, and/or 
2234(b) and/or 2234(c), and/or 2234(d) of the Code in that respondent committed unprofessional 
conduct, and/or was grossly and/or simply negligent and/or incompetent in the care and 
treatment of Patient K.J.B. The circumstances are as follows: 

A. On August 24, 1998, Patient K.J.B., a 42 year old male, presented with 
complaints of muscle spasm which he attributed to a 1 992 motor vehicle accident 
and resulting lumbosacral sprain. The patient reported that he was being 
prescribed Valium and Ultram, but was not taking the Ultram. There is no record 
of a physical examination of the patient by respondent, nor is there a proposed 
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treatment plan or plan for follow up noted on the 4 page “registration form.” 
Respondent issued a “physician’s statement”, dated August 24, 1998, in which 
respondent stated that K.J.B, “is under my medical care and supervision for the 
treatment of medical condition(s): Lumbosacral Disease.” 

B. On September 20, 1999, Patient K.J.B. completed a “follow up visit 
questionnaire” to which he appended a one page document entitled “Beck’s 
Inventory for Depression.” That 2 1 page inventory is used by medical 
practitioners to assess the severity of a patient’s depression. Patient K.J.B.’s 
inventory contained endorsements of multiple statements indicating a significant 
level of depression. The patient also submitted a January 21, 1999 form on which 
another physician certified that drug/alcohol treatment was medically necessary 
for K.J.B. and a form that K.J.B. had completed on which he indicated that he had 
suffered from depression, insomnia, weigh loss, cannabis addiction and back pain. 
There is no recorded assessment by respondent of the patient’s multiple 
complaints. No plan for treatment or follow up for the patient’s depression and 
back pain is set forth, except for a check mark in the box indicating follow up in 
“6-12 months.” 

C. On or about June 17, 2001, Patient K.J.B. submitted a follow up 
questionnaire in which he stated that he continued to suffer from recurrent 
depression and lumbosacral pain. Patient K.J.B. indicated that his marijuana use 
was 28-56 grams per week and, although this represented a marked increase in 
usage since the initial report of 3.5 grams per week in 1998, there is no inquiry 
noted in respondent’s records. Respondent recommended regular massage and 
noted the efficacy of treatment as “very good.” 

25. Respondent’s conduct, as described above, constitutes unprofessional 
conduct and represents extreme and/or simple departures from the standard of care, and/or acts 
of incompetence in that respondent committed errors and omissions in the care and treatment of 
Patient K.J.B., including but not limited to the following; 
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1 

A. Respondent failed to conduct a physical examination of Patient KJ.B. 

2 

before recommending treatment; 

3 

B. Respondent failed to conduct an evaluation of the patient’s depression; 

4 

C. Respondent failed to re-evaluate the patient in light of the patient’s 

5 

continuing depression or to consider alternative treatments for the 

6 

patient’s recurrent depression; 

7 

D. Respondent’s statement that KJ.B. was' under respondent’s medical care 

8 

and treatment for lumbosacral dise^e was false and unethical. 

9 

EIGHTH CAUSE FOR DISCIPLINARY ACTION 

10 

( Patient J.CJ 

11 

(Unprofessional Conduct/Gross Negligence/Negligence/Incompetence) 

12 

26 Respondent is subject to disciplinary action under sections 2234, and/or 

13 

2234(b) and/or 2234(c), and/or 2234(d) of the Code in that respondent committed unprofessional 

14 

conduct, and/or was grossly and/or simply negligent and/or incompetent in the care and treatment 

15 

of Patient J.C. . The circumstances are as follows: 

16 

A. On December 1 1, 1998, Patient J.C., an 18 year old female, presented with 

17 

complaints of anorexia. J.C. stated that she was in court-ordered drug diversion, was 

18 

six months pregnant (Expected Due Date: 3/3 1/99) and used marijuana to keep food 

19 

down. Donnatal and over-the-counter medications were reported by her to be 

20 

ineffective. 

21 

B. Respondent failed to note the patient’s height, weight or vital signs. No 

22 

history relevant to the patient’s anorexia is set forth. No history or mental status 

23 

examination relevant to a diagnosis of prolonged traumatic stress disorder is taken. 

24 

Although the patient reported that she was pregnant, respondent failed to inquire 

25 

whether she had a treating Ob/Gyn and/or to consult with that physician before 

26 

recommending treatment. There is no record of discussion of the relative risks and 

27 

benefits of marijuana use and, although he had prescribed Marinol to other patients. 

28 

he did not consider this potentially less risky alternative to smoked marijuana for 3 .C. 
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C. Respondent issued a “physician’s statement” in which he stated that the 
patient was under his care and treatment for anorexia and prolonged traumatic stress 
disorder. 

D. A note dated January 1, 1999, states that the patient’s symptoms of nausea 
are well controlled and that she is undergoing prenatal testing. 

27. Respondent’s conduct, as described above, constitutes unprofessional conduct 
and represents extreme and/or simple departures from the standard of care, and/or acts of 
incompetence in that respondent committed errors and omissions in the care and treatment of Patient 
J.C., including but not limited to the following: 

A. Respondent failed to adequately evaluate Patient J.C.’s reported anorexia; 

B. Respondent failed to work up Patient J.C. prior to arriving at a diagnosis of 
prolonged traumatic stress disorder, 

C. Respondent failed to contact the patient’s treating Ob/Gyn; 

D. Respondent failed to consider alternatives to smoked marijuana for this 
pregnant patient, including Marinol; 

NINTH CAUSE FOR DISCIPLINARY ACTION 
/ Patient S.F.I 

(Unprofessional Conduct/Gross Negligence/Negligence/Incompetenoe) 

28 Respondent is subject to disciplinary action under sections 2234, and/or 
2234(b) and/or 2234(c), and/or 2234(d) of the Code in that respondent committed unprofessional 
conduct, and/or was grossly and/or simply negligent and/or incompetent in the care and treatment 
of Patient S.F. The circumstances are as follows: 

A. On March 18, 1999, Patient S.F., a 16 year old female, presented with 
multiple complaints: Migraine headaches, status post head injury, depression, painful 
premenstrual cramps, status post TAB, The patient gave a history of having been hit 
with a stick, as a result of the battery she stated that she suffered from recurring 
headaches. She also reported that she had a history which included stress and 
“flipping out.” Respondent made a note that the pain was left sided and that there 
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1 

was visual blurring. There is no recorded history regarding the headaches, no 

2 

physical examination, no mental status examination and no charted vital signs. 

3 

B. On March 18, 1999, respondent issued a “physician’s statement" that 

4 

indicated that Patient S.F. “is under my medical care and supervision for the 

5 

treatment of medical condition(s); Migraine headache, premenstrual syndrome.” 

6 

29. Respondent’ s conduct, as described above, constitutes unprofessional conduct 

7 

and represents extreme and/or simple departures from the standard of care, and/or acts of 

8 

incompetence in that respondent committed errors and omissions in the care and treatment of Patient 

9 

S.F., including but not limited to the following: 

10 

A, Respondent failed to adequately work up the etiology and nature of S.F.’s 

11 

headaches; 

12 

B. Respondent failed to address the patient’s stress and depression and failed 

13 

to make a counseling or psychotherapy referral; 

14 

C. Respondent failed to evaluate the patient’s complaints of painful 

15 

premenstrual cramps and failed to make an ob/gyn referral for S.F.; 

16 

D. Respondent failed to evaluate S.F.’s head injury; 

17 

E. Respondent’s statement that S.F. was under his medical care and supervision 

18 

for treatment of migraine headaches and premenstrual syndrome was false 

19 

and unethical. 

20 

TENTH CAUSE FOR DISCIPLINARY ACTION 

21 

fPatient D.H.) 

22 

(Unprofessional Conduct/Gross Negiigence/Negligence/Incompetence) 

23 

30. Respondent is subject to disciplinary action under sections 2234, and/or 

24 

2234(b) and/or 2234(c), and/or 2234(d) of the Code in that respondent committed unprofessional 

25 

conduct, and/or was grossly and/or simply negligent and/or incompetent in the care and treatment 

26 

of Patient D.H. Tbe circumstances are as follows: 

27 

A. On April 30, 1999, Patient D.H,, a 36 year old female, presented with 

28 

complaints of very painful headaches, as well as neck and shoulder pain. The latter 
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complaint was said to increase with stress. The patient reported that she had been 
prescribed Anaprox and Lodine, which are anti-inflammatory medications, and 
Norflex, which is an analgesic, for her musculoskeletal complaints. The 
prescriptions had “expired” and Patient D.H.’s physician did not renew them. D.H. 
was also treating with a chiropractor. D.H.’s self-reported history, as set forth on the 
6 page questionnaire, did not reference complaints of pruritus (itching) or anxiety. 

B. Respondent’s records contain no record of physical examination, vital signs, 

mental status examination or other work up ofthe patient’s complaints. Respondent 
recommended that the patient receive massages and issued a “physician’s statement” 
in which he represented that D.H. was under his medical care and supervision for the 
treatment of tension headaches, pruritus and anxiety. 

3 1 . Respondent’s conduct, as described above, constitutes unprofessional conduct 
and represents extreme and/or simple departures from the standard of care, and/or acts of 
incompetence in that respondent committed errors and omissions in the care and treatment of Patient 
D.H.., including but not limited to the following: 

A. Respondent failed to evaluate Patient D.H.’s complaints of headaches and, 
aside from recommending the patient’s use of marijuana, failed to develop 
a treatment plan for her; 

B. Respondent failed to document and evaluate Patient D.H.’s complaints of 
pruritus and, aside from recommending the patient’suse of marijuana, failed 
to develop a treatment plan for her; 

C. Respondent failed to document and evaluate Patient D.H.’s complaints of 
anxiety and, aside from recottunending the patient’s use of marijuana, failed 
to develop a treatment plan for her; 

D. Respondent’s statement that D.H. was under his medical care and supervision 
for treatment of headaches, pruritus and anxiety was false and unethical. 

F-LE’^ENTH CAUSE FOR DISCIPLINARY ACTION 
( Patient J.K.1 
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{Unprofessional Conduct/Gross Negligence/Negligence/Incompetence) 

32. Respondent is subject to disciplinary action under sections 2234', and/or 
2234(b) and/or 2234(c), and/or 2234(d) of the Code in that respondent committed unprofessional 
conduct, and/or was grossly and/or simply negligent and/or incompetent in the care and treatment 
of Patient J.K. The circumstances are as follows: 

A. On or about July 23, 1999, Patient J.K., a 37 year old male, presented with 
complaints of “dysthemic [sic] disorder” and “steel pin in leg,” Patient J.K. reported 
that he had previously been prescribed Trazadone and Zyrtec for his condition. His 
6 page questionnaire, which is dated June 27, 1 999, states that J.K. had been disabled 
since 1986. The patient’s questionnaire also indicates that he was on parole after 
conviction of a felony, i.e., possession of marijuana for sale. 

B. Respondent’s records contain no record of psychiatric history, physical 
examination, vital signs, mental status examination or other work up of the patient’s 
complaints. Respondent noted that a decrease in sleep and appetite were related to 
J.K.’s depression, but there is no indication of the length or severity of these 
symptoms. Neither J.K.’s height nor weight are noted. Respondent recommended 
that the patient discontinue his alcohol consumption, the extent of which is not 
specified, and issued a “physician’s statement” in which he represented that Patient 
D.H. was under his medical care and supervision for “Post Traumatic Stress Disorder 
and Traumatic Arthritis.” 

33. Respondent’s conduct, as described above, constitutes unprofessional conduct 
and represents extreme and/or simple departures from the standard of care, and/or acts of 
incompetence in that respondent committed errors and omissions in the care and treatment of Patient 
J.K., including but not limited to the following: 

A. Respondent failed to evaluate Patient J.K. ’ s reported depression by obtaining 
a psychiatric history and mental status examination; 

B. Respondent diagnosed Patient J.K. with post traumatic stress disorder 
without specifying any of the symptoms or criteria requisite to that diagnosis; 
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C. Respondent failed to evaluate Patient J.K. for traumatic arthritis by 
appropriate history and examination; 

D. Respondent’s statement that J.K. was under his medical care and supervision 
for treatment of post traumatic stress disorder and traumatic arthritis was 
false and tmethical. 

TWELFTH CAl ISE FOR DISCIPLINARY ACTION 
fPatient D.K.l 

(Unprofessional Conduct/Gross Negligence/Negligence/Incompetence) 

34. Respondent is subject to disciplinary action under sections 2234, and/or 
2234(b) and/or 2234(c), and/or 2234(d) of the Code in that respondent committed unprofessional 
conduct, and/or was grossly and/or simply negligent and/or incompetent in the care and 
treatment of Patient D.K. The circumstances are as follows: 

A. On June 27, 1998, Patient D.K., a 53 year old female, presented to 
respondent with a reported history of a stroke secondary to birth control pills at 
age 21 and tobacco dependence. Patient D.K.’s family history included the fact 
that her mother had died of a cerebral hemorrhage in her early 60's. D.K. stated 
that she was abstinent from tobacco for one year prior, but a smoking history is 
not set forth in respondent’s records. There is no record of physical examination, 
mental status examination or other work up for either brain trauma or nicotine 
dependence. Although Patient D.K. gave respondent a release for her medical 
records from a neurosurgeon in San Mateo County, the records were not obtained 
and reviewed. 

B. On June 27, 1998, respondent issued a “physician’s statement” in which 
he 

represented that Patient D.K. was under his medical care and supervision for brain 
trauma and nicotine dependence. 

C. On July 24, 1999, Patient D.K. completed a 2 page patient questionnaire. 
In response to a check-the-box inquiry regarding “illness status” the patient 
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checked the box indicating that she was “improved.” It cannot be determined 

2 

from the response whether one or both conditions had improved. No physical or 

3 

mental status examination is recorded. Respondent’s only comments on the 

4 

patient’s status are a checked box indicating “good" efficacy of treatment and a 

5 

remark that the patient discontinued tobacco use June 1 , 1 999. 

6 

D. On July 28, 2000, Patient D.K. completed a 2 page questionnaire and sent 

7 

it to respondent via facsimile. Respondent’s only comments on the patient’s 

8 

status are a checked box indicating “good” efficacy of treatment and a remark that 

9 

the patient discontinued nicotine use June 1, 1999 and had been abstinent one 

10 

year. 

11 

E. On August 10, 2000, respondent issued a “physician’s statement” in which 

12 

he represented that Patient D.K. was under his medical care and supervision for 

13 

brain trauma and nicotine dependence. A note on the document indicates that it 

14 

was “sent 8/16/00.” 

15 

35. Respondent’s conduct, as described above, constitutes unprofessional 

16 

conduct and represents extreme and/or simple departures from the standard of care, and/or acts 

17 

of incompetence in that respondent committed errors and omissions in the care and treatment of 

18 

Patient D.K., including but not limited to the following;; 

19 

A. Respondent failed to evaluate Patient D.K.’s brain injury, failed to 

20 

establish a diagnosis of the patient’s condition and failed to develop an 

21 

appropriate treatment plan; 

22 

B. Respondent failed to evaluate the patient’s nicotine dependency; 

23 

C. Respondent failed to document a tobacco smoking history for Patient 

24 

D.K.; 

25 

D. Respondent failed to conduct appropriate follow up evaluation for Patient 

26 

D.K.’s condition; 

27 

E. Respondent charged Patient D.K. for medication renewal albeit the patient 

28 

was not re-examined by him. 
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F, Respondent’s statement that D.K. was under his medical care and 

supervision for brain trauma and nicotine dependence was false and 
unethical. 

THIRTEENTH CAUSE FOR DISCIPLINARY ACTION 
fPatientE.K.l 

(Unprofessional Conduct/Gross Negligence/Negligence/Incompetence) 

36. Respondent is subject to disciplinary action under sections 2234, and/or 
2234(b) and/or 2234(c), and/or 2234(d) of the Code in that respondent committed unprofessional 
conduct, and/or was grossly and/or simply negligent and/or incompetent in the care and treatment 
of Patient E.K, The circumstances are as follows: 

A, On February 17, 1997, Patient E.K., a 49 year old male, presented with 
complaints of insomnia and back pain. The patient reported that his back pain was 
secondary to scoliosis and that he had been rated 4F as unfit for the military for that 
reason. Patient E.K. gave a history of hypertension since 1956 (age 6) and a “bad 
back” since 1966 (age 18). Patient E.K. dated his marijuana usage to 1965 (age 17), 
when he discovered that it relieved back pain. Respondent did perform a mental 
status examination, after which he made an Axis I diagnosis of adjustment reaction 
with depressed mood and an Axis III diagnosis of scoliosis, recurrent pain and 
muscle spasm. Np physical examination is documented and no vital signs are 
recorded. Patient E.K, advised that he had served two years in a federal prison on 
marijuana charges and was on probation. A condition of E.K.’s probation was 
urinalysis and marijuana was causing positive urinalysis results. Respondent 
prescribed Marinol, 10g.,#30. 

B. On March 17, 1999, Patient E.K. filled out a 1 page follow up questionnaire 
in which he stated that he wished to replace Marinol - which was described as 
having “worked” — with crude marijuana. The patient described the conditions for 
which he used iharijuana as “sleep, hypertension, blood pressure, blood sugar, 
eating.” It is noted on the form that a $120.00 fee was “received” after the date of 
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the follow up questionnaire. E.K. reported using 25 grams of marijuana per week, 
with a frequency of eight times per day. Respondent noted that the patient was 
sleeping better, his moods were better and he had 50 days of probation left. 

C. On March 13, 2000, a 1 page follow up questionnaire was completed by 
Patient E.K. The patient stated that his last visit (March 17, 1999) had not been a 
face-to-face meeting. E.K.’s complaints were extreme anxiety, insomnia (stated to 
be controlled with unspecified medications), blood sugar and pressure fluctuations. 
E.K. indicated that he used marijuana seven times per day and that his use was now 
up to 42 grams per week. The patient stated that he was then facing charges of 
marijuana cultivation in Nevada County. 

D. On March 23, 2000, respondent issued a “physician’s statement” in which he 
represented that E.K. “is under my medical care and supervision for anxiety disorder, 
insomnia, essential hypertension.” 

E. On March 8, 2001, Patient E.K. completed a follow up questionnaire in 
which he lists his symptoms as anxiety and insomnia. The patient stated that his last 
follow up (March 2000) was conducted by telephone. E.K. reported using marijuana 
seven or eight times per day and that his use was now 84 grams per week. There is 
no charted inquiry into the trebling of the patient’s marijuana use. No physical 
examination, mental status examination or interval history is recorded. Respondent 
recorded that the patient had been convicted of felony marijuana possession in 
Nevada County. Efficacy of treatment was stated to be “good.” 

F. On March 14, 2001, respondent issued a “physician's statement” in which he 
represented that E.K. “is under my medical care and supervision” for treatment of 
anxiety disorder and insomnia. 

37. Respondent’s conduct, as described above, constitutes unprofessional conduct 
and represents extreme and/or simple departures from the standard of care, and/or acts of 
incompetence in that respondent committed enrors and omissions in the care and treatment of Patient 
E.K., including but not limited to the following:: 
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unspecified. Respondent’s history of the alcohol problem stated only “3 glasses of 
wine/wk, work.” Respondent conducted no mental status examination, no adequate 
medical, psychiatric or substance history, no physical examination to evaluate the 
lumbosacral problem and no treatment plan except “D/C ETOH[alcohol] NSAIDS 
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vaporize 360“? F/U 6 mo-1 yr.” On June 30, 1997 respondent issued F.K. a 
“physician’s statement” that stated in part “This certifies that F.K. ...is under my 
medical care and supervision for the treatment of medical coii(}itions(s); 
Alcoholism, Lumbosacral Radiculitis ICD9-CM 309,0 [Brief depressive reaction] 
(sic) 724.4 [thoracic or lumbosacral neuritis or radiculitis, unspecified],” 

B. Respondent’s records contain a “Physician’s Statement”, which is dated 
March 5, 1998, but not any documented evaluation or other chart notes. The 
diagnoses are the same as for June 30, 1997. Respondent’s chart reflects another 
“physician’s statement” on November 24, 1998, similar to those issued previously. 
There are no notes documenting any evaluation substantiating the November 24, 
1998 physician’s statement. 

C. Respondent’s chart contains a May 23, 2000 one page “Cannabis Patient 
FollowXJp Questionnaire” apparently filled out by Patient F.K, The patient indicates 
that his previous consultation ofNovember 24, 1998, was not a face-to-face meeting. 
The only notation made by respondent for the May 23 “follow up” are the words 
“well controlled” in reference to the alcoholism, A subsequent note, dated 
September 28, 2000, indicates that respondent received $ 1 20.00 for this medication 
renewal. Respondent’s next contact with F.K. appears to be another “Cannabis 
Patient Follow Up Visit Questionnaire” dated July 25, 2001, wherein the only 
notations by respondent include ICD-9 codes, a check mark in the box indicating 
follow-up in 6-12 months and “VRIPTECH.COM” under the hearing “progress 
notes,” At the bottom of the form are the words “return form and requested fee to 
the address on reverse side.” A “Physician’s Statement” of July 25, 2001 is almost 
identical to those issued to F.K. previously, with the same diagnoses stated. Past 
medical records dated 1996 and 1997 from a chiropractor and documents from the 
Social Security Administration documenting F.K, ’s lumbosacral problem are part of 
the record. 

39. Respondent’s conduct, as described above, constitutes unprofessional conduct and 
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represents extreme and/or simple departures from the standard of care, and/or acts of incompetence 
in that respondent committed errors and omissions in the care and treatment of Patient F.K., 
including but not limited to the following; 

A. Respondent failed to adequately evaluate or to substantiate F.K. ’s reported 
substance abuse problem prior to issuing a diagnosis of alcoholism. 

B. Respondent failed to formulate a treatment plan for F.K. ’s alcoholism. 

C. Respondent failed to conduct an adequate mental status or physical 
examination of Patient F.K. 

D. Respondent charged for medication renewal albeit he did not conduct an 
examination of the patient. 

FIFTEENTH CAUSE FOR DISCIPLINARY ACTION 
(Patient R.H.l 

(Unprofessional Conduct/Gross Negligence/Negligence/lhcompetence) 

40, Respondent is subject to disciplinary action under sections 2234, and/or 
2234(b) and/or 2234(c), and/or 2234(d) of the Code in that respondent committed unprofessional 
conduct, and/or was grossly and/or simply negligent and/or incompetent in the care and treatment 
of Patient R.H. The circumstances are as follows: 

A. On March 26, 1998, Patient R.H., a 50 year old male, presented to respondent 

with a history of alcoholism and alcohol-related cerebellar ataxia, peripheral 
neuropathies and spastic dysphonia. R.H. provided respondent with doctiments 
relating to a 1990 neurologic evaluation and a work readiness assessment, which 
records indicated that R.H.’s alcoholism rendered him disabled as of 1988. 
Respondent prepared a “psychiatric report and examination” and a “mental status” 
examination, after which he diagnosed R.H. with alcoholism, recovering, on Axis I 
and cerebellar ataxia and insomnia on Axis III. There is no documentation of a 
physical examination at that time. Respondent determined that Patient R,H. would 
benefit &om the use of marijuana and issued a recommendation that Patient R.H. use 
cannabis for the treatment of “alcoholic encephalopathy, recovering alcoholic, 
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insomma, post traumatic arthritis.” 

B. Patient R.H, was charged with violation of the terms of his court probation 
and onJuly22,1998, respondent provided a letter to “reconfirm the recommendation 
and approval for the use of cannabis for the treatment of chronic alcoholism with 
encephalopathy, persisten [sic] insomnia, and posttraumatic arthritis.” 

C. On September 1 8, 1998, Patient R.H, responded to a second questionnaire, 
reiterating his complaints of brain damage, insomnia and arthritis. There is no 
documentation of a physical examination. On the same day, respondent testified in 
Tuolumne County Superior Court in R.H.’s criminal matter. At that time, respondent 
admitted that he had performed no physical examination of R.H., other than 
observing his gait, which he said indicated cerebellar atrophy, and listening to his 
voice, which he said indicated vocal cord paralysis. 

D. On April 16, 2001, Patient R.H. submitted a follow up questionnaire to 
respondent in which he indicated that his complaints of cerebellar ataxia, post 
traumatic arthritis and insomnia were continuing. Patient R.H. also indicated that he 
consumed 8-10 cups of coffee per day. This questionnaire was presented either by 
fax or by mail, as indicated by R.H.’s April 17 letter to respondent: “Thanks for the 
understanding. There’s no way I can drive 240 miles round trip and pay the 
$120.00.” Respondent did not comment on the patient’s reported caffeine use and 
there is no documentation of an attempt to evaluate the behavioral causes of R.H.’s 
chronic insomnia. As on prior occasions, there is no indication of respondent’s 

, rationale in recommending use of a psychoactive drug for Patient R.H.’s post 
traumatic arthritis. On May 3, 2001, respondent issued a “physician’s statement” 
in which he stated that R.H. “Is under my medical care and supervision for treatment 
of the serious medical condition(s): Insomnia, Traumatic Arthritis, Brain Injury.” 

4 1 . Respondent’s conduct, as described above, constitutes unprofessional conduct 
and represents extreme and/or simple departures from the standard of care, and/or acts of 
incompetence in that respondent committed errors and omissions in the care and treatment of Patient 
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R.H, including but not limited to the following:: 

A. Respondent failed to evaluate Patient R.H.’s complaints of insomnia or to 
employ standard behavioral treatment for its underlying causes; ' 

B. Respondent failed to evaluate Patient R.H.’s arthritis or to document a 
medical rationale for recommendation of treatment with a psychoactive drug; 

C. Respondent’sstatementthatR.H.wasimderhismedicalcareandsupervisioii 
for treatment of post traumatic arthritis and chronic insomnia were false and 
unethical. 

SIXTEENTH CAUSE FOR DISCIPLINARY ACTION 
fPatientW.H.l 

(Unprofessional Conduct/Gross Negligence/Negligence/Incompetence) 

42. Respondent is subject to disciplinary action under sections 2234, and/or 
2234(b) and/or 2234(o), and/or 2234(d) of the Code in that respondent committed unprofessional 
conduct, and/or was grossly and/or simply negligent and/or incompetent in the care and treatment 
of Patient W.H. The circumstances are as follows: 

A. At some time prior to November 1, 1998, a conservator for W.H., a 58 year 
old man with Multiple Sclerosis, contacted respondent and asked respondent to visit 
W.H, for the purpose of obtaining recommendations for the use of marijuana for 
medical purposes. W.H. was quadriplegic and experienced muscle spasms as a result 
of his M.S. W.H, was bedridden and relied upon the care of his conservator and 
other caretakers. W.H. was capable of speech and was mentally coherent. W.H, was 
taking Baclofen and Ativan, but was not under the regular care of a physician. 

B, On or about November 1, 1998, respondent went to W.H.’s home where he 
met with W.H.’s conservator. Respondent saw W.H. for a total of approximately 
5 minutes. Respondent’sphysical examination ofW.H. was described by respondent 
as “1 looked at him and there he was lying in bed.. .He looked relatively 
comfortable.. .He appeared to be clean and appeared to be well-cared for, but again, 
I didn’t lift the covers.” Similarly, respondent performed no mental status 
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examination of W.H. and obtained virtually no medical or psychiatric history from 
or about W.H. Respondent made no attempt to speak with W.H., and had no 
discussion with W.H. regarding the possible risks or benefits of marijuana use. 
Respondent’s complete medical record for W.H. consists of an “eligibility 
questionnaire”, only partially completed by respondent, and several pages of medical 
records from other practitioners provided to respondent by the conservator. 
Respondent provided the conservator with a recommendation for W.H. to use 
marijuana for medical purposes^. In that recommendation, respondent represented 
that W.H. was under his medical care and supervision for the treatment of Multiple 
Sclerosis, and that respondent had discussed the medical risks and benefits of 
cannabis use with W.H. Respondent made no arrangements to see W.H. in the 
future, nor did he provide a treatment plan. In fact, W.H. had no desire to use 
marijuana for any purpose, had never used marijuana, an was unaware that 
respondent had recommended marijuana for his use. 

43 . Respondent’s conduct, as described above, constitutes unprofessional conduct 
and represents extreme and/or simple departures from the standard of care, and/or acts of 
incompetence in that respondent committed errors and omissions in the care and treatment of Patient 
W.H. including but not limited to the following:: 

A. Respondent failed to adequately evaluate W.H.’s mental status; 

B. Respondent failed to adequately evaluate W.H.’s purported complaints of 
pain and/or muscle spasms. 

C. Respondent failed to evaluate the efficacy of W.H.’s current medication 
regimen. 

0. Responderit failed to discuss the risks associated with marijuana and failed 
to address alternate treatments available to W.H. 


2. The conservator was removed from his position after it was discovered that he was 
stealing money from W.H. Moreover, on the same visit, respondent also issued a 
recommendation for the conservator’s use of marijuana. 
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E. Respondent failed to schedule a follow-up appointment for W.H. at an 
appropriate interval. 

F. Respondent’s statement that W.H. was under his medical 'care and 
supervision for treatment of Multiple Sclerosis, and that respondent had 
discussed the medical risks and benefits of cannabis use with W.H. was false 
and unethical. 

SEVENTEENTH CAUSE FOR DISCIPLTNARY ACTION 
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(Undercover officer) 

(Unprofessional ConduchGross Negligence/Incompetence/Dishonest or Corrupt Acts) 

46. Respondent is subject to disciplinary action under sections 2234, and/or 
2234(b) and/or 2234(c), and/or section 2234(d), and/or 2234(e) of the Code in that respondent 
committed unprofessional conduct, and/or was grossly negligent, and/or simply negligent, and/or 
incompetent, and/or committed acts of dishonesty or corruption, in his interactions with and care 
and treatment of an undercover narcotics officer. The circumstances are as follows: 

A. In or about January 2003, an undercover officer associated with the 
Sonoma County Narcotic Task Force received information suggesting 

that he could obtain a recommendation for medical marijuana from a physician by 
simply appearing at an office with $200 cash and a California driver’s license or 
identification card. The officer made a telephone call to a telephone number he 
obtained, and scheduled an appointment to see an unknown physician on January 
31,2003, 

B. Oft January 31, 2003, the officer went to 353 30“' Street in Oakland for 
his scheduled appointment. Signage on the office and the recording on the 
telephone number identified the address as “Medical Referral Services 215.” 

The officer observed a number of people in the outer office, and they appeared to 
be registering for appointments. By 10 a.m. there were approximately 30 people 
waiting to see the doctor. An individual who identified himself as “Ben” 
announced that only 15 people could see the doctor on that date, hut that the 
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remaining people could pay a $50 deposit and would be placed on a “medical 
priority" list for the following week. The undercover officer paid a $50 deposit 
and obtained a “medical priority”appoinfment for February 7, 2003. 

C. On February 7, 2003, the officer returned to 353 30* Street, Oakland. 

He was advised by a female handling the sign-in sheet that he would be seen by 
the doctor, that he needed to pay an additional $ 150 cash, and to fill out some 
paperwork. She then provided the officer with a questionnaire form and a blank 
“Physician’s Statement” form bearing respondent’s name and license number. 

The officer was instructed to complete the questionnaire, except for the section 
regarding his current medical condition. He was advised that “Ben” would help 
everyone with that section. The officer was also instructed that the doctor would 
complete the top portion of the “Physician’s Statement” form. 

D. The officer completed his questionnaire form, which was then reviewed 
by “Ben”. The officer had indicated that the reason for his visit was that he was 
unable to sleep due to stress, and that his shoulder hurt. He stated that his stress 
was due to a pending criminal case involving 54 grams of marijuana, and that he 
needed a medical recommendation so that the District Attorney would dismiss the 
criminal charges. “Ben” stated that stress and sleep would be difficult to use as a 
primary reason for using marijuana, but would be good “secondary” reasons. 
“Ben” then asked the officer about his shoulder problem, and the officer 
responded that his shoulder hurt sometimes. He stated that he could move the 
shoulder, and pointed generally to an area he said hurt. “Ben” then stated that he 
knew exactly what the officer was talking about, that the officer had dislocated 
his shoulder at one time and it still hurt. He told the officer to write down that 
the dislocated shoulder caused anxiety and inability to sleep, and that a friend had 
suggested marijuana. “Ben” told the officer that he would get “all legal today.” 

E. The officer proceeded to an inner room, where respondent introduced 
himself. Respondent reviewed the questionnaire, and asked several questions 
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about his family health history. In response to respondent’s question about his 
current medical condition, the officer stated that he was stressed about his 
pending criminal case. The officer told respondent he had injured his shoulder 
4-5 years ago, that he had not seen any doctor about the shoulder, that he did not 
have a regular doctor, and that he had not worked in several years. Respondent 
suggested that the officer should consider physical therapy. The officer spent 
approximately 10 minutes in respondent’s office. Respondent conducted 
absolutely no physical examination of the officer, and made no arrangements or 
suggestion regarding follow-up visits or a treatment plan. He did not discuss the 
benefits and risks of marijuana with the officer. Respondent simply took a 
photograph of the officer, checked his driver’s license and signed a physician’s 
statement recommending the use of marijuana, 

F. When the officer returned to the waiting room, “Ben” told him he was 
“all legal”. He advised everyone in the waiting room to go to the Oakland 
Cannabis Buyers’ Cooperative to get a card, and that they could grow marijuana 
for sale to the various marijuana “Clubs”. “Ben” also announced that there was a 
“special treat” for everyone, after which the officer was sent to another room 
where he was given a small plastic container containing approximately 1 .2 
grams of marijuana by an unidentified female who stated that she was a 
representative of the Oakland Community Health & Wellness Collective, and that 
he could purchase his marijuana from that organization. 

,47. Respondent’s conduct, as described above, constitutes unprofessional 
conduct and represents extreme and/or simple departures from the standard of care, and/or acts 
of incompetence, and/or dishonest or corrupt acts, in that respondent committed errors or 
omissions in the care and treatment and interaction with the undercover officer, including but not 
limited to the following; 

A. Respondent recommended treatment to the officer without conducting a 
physical examination; 
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B. Respondent failed to make any effort to determine whether the officer 
was in fact suffering from any physical ailment or condition. 

C. Respondent failed to provide follow-up or referral for the officer’s 
complaints; 

D. Respondent’s statement that the officer was under his medical care and 
supervision for treatment of a serious medical condition diagnosed after 
review of available records and in person medical examination was false 
and unethical. 

E. Respondent’s conduct in permitting his office staff to fabricate medical 
information, to “coach” patients regarding their current medical condition, 
and to dispense marijuana, was unethical, and constitutes acts of 
dishonesty or cormption. 

EIGHTEENTH CAUSE FOR DISCIPI, INARY ACTION 
(Inadequate/Inaccurate Medical Records) 

48. The allegations of the First through Seventeenth Causes for Disciplinary 
Action are incorporated herein by reference. 

49. Respondent is subject to disciplinary action under section 2263 of the Code 
in that respondent’s medical records for each and every patient alleged above routinely lacked 
adequate documentation of physical examination, clinical findings, vital signs, mental status 
examination, laboratory tests, follow-up and treatment plans, and other matters relevant and 
necessary to an evaluation and diagnosis of the patient’s condition, or to support the 
recommendation or prescription of any medication. 

NINETEENTH CAUSE FOR DISCIPLINARY ACTION 
(Prescribing Without Prior Good Faith Examination) 

50. The allegations of the First through Seventeenth Causes for Disciplinary 
Action are incorporated herein by reference. 

49. Respondent is subject to disciplinary action under section 2242 of the Code 
in that in each case, respondent prescribed, dispensed or furnished marijuana, a controlled 
substance, without conducting a prior good faith examination and/or without medical indication. 
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PRAYER 

WHEREFORE, Complainant requests that a hearing be held on the matters herein 
alleged, and that following the hearing, the Division of Medical Quality issue a decision: 

1 . Revoking or suspending Physician's and Surgeon's Certificate Number 
G-9124, issued to Tod H, Mikuriya, M.D.; 

2. Revoking, suspending or denying approval of Tod H. Mikuriya, M.D.'s 
authority to supervise physician's assistants; 

3. Ordering Tod H. Mikuriya, M.D. to pay the Division of Medical Quality 
the reasonable costs of the investigation and enforcement of this case, and, if placed on 
probation, the costs of probation monitoring; 


DATED: 
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Taking such other and further action as deemed necessary and proper. 


RON JOSEPH 
Executive Director 
Medical Board of California 
Department of Consumer Affairs 
State of California 
Complainant 
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BEFORE THE 

DIVISION OF MEDICAL QUALITY 
MEDICAL BOARD OF CALIFORNIA 
DEPARTMENT OF CONSUMER AFFAIRS 
STATE OF CALIFORNIA 


In the Matter of the Accusation filed ) 

Against: ) 

) 

) 

TOD H. MIKURIYA, M.D. ) No: 1 2- 1 999-98783 

Certificate No. G-9 124 ) 

) 

) 

) 

Respondent I 


DECISION 


The attached Proposed Decision is hereby adopted by the Division of Medical Quality as its 
Decision in the above-entitled matter. 


This Decision shall become effective at 5:00 p.m. on April to. onoA . 
IT IS SO ORDERED March 18. 2 004 



RONALD WENDER, M.D. 

Chair - Panel B 

Division of Medical Quality 
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BEFORE THE 

DIVISION OF MEDICAL QUALITY 
MEDICAL BOARD OF CALIFORNIA 
DEPARTMENT OF CONSUMER AFFAIRS 
STATE OF CALIFORNIA 


In the Matter of the Accusation Against: 

TOD H. MIKURIYA, M.D. Case No. 12-1999-98783 

1 1 68 Sterling Avenue 

Berkeley, California 94708 OAH No, N2002 110020 

Physician’s and Surgeon’s Certificate 
No. G-9124 

Respondent. 


PROPOSED DECISION 

This matter was heard before Administrative Law Judge Jonathan Lew, State of 
California, Office of Administrative Hearings on September 3, 4, 5, 8, 9 and 24, 2003, in 
Oakland, California. 

Complainant Ron Joseph was represented by Deputy Attorneys General Lawrence A. 
Mercer and Jane Zack Simon. 

Respondent Tod H. Mikuriya, M.D. was present and represented by John L. Fleer, 
Esq., Susan J. Lea, Esq. and William M Simpich, Esq. 

Submission of the matter was deferred pending receipt of closing argument. 
Complainant’s Closing Argument and Reply Brief were received on November 7 and 20, 
2003, and marked respectively as Exhibits 26 and 27 for identification. Respondent’s 
Closing Brief and Reply Brief were received on November 7 and 2 1 , 2003 , and marked 
respectively as Exhibits AA and BB for identification. The case was submitted for decision 
on November 2 1 , 2003 .’ 


‘ On December 26, 2003, respondent also submitted an Amicus Curiae Brief filed by the California Medical 
Association in a matter before the California Court of Appeal that respondent believes directly concerns the facts in 
this case. Respondent requests that judicial notice be taken of that brief. Complainant filed an Objection to Request 
for Judicial Notice on December 26, 2003, and such objection is sustained. 
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FACTUAL FINDINGS 

1 . Ron Joseph (complainant) is the Executive Director of the Medical Board of 
California (Board), Department of Consumer Affairs. He brought the Accusation, First and 
Second Amended Accusations solely in his official capacity, 

2. On October 16, 1963, the Board issued Physician’s and Surgeon’s Certificate 
Number G-9124 to Tod Hiro Mikuriya, M.D. (respondent). The Physician’s and Surgeon’s 
Certificate was in full force and effect at all times pertinent to this case. 

3. On July 25, 2003, a Second Amended Accusation was filed against respondent 
alleging unprofessional conduct, gross negligence, negligence and incompetence arising out 
of his care and treatment of sixteen patients. In each case he recommended marijuana for 
medical purposes. Complainant alleges that respondent’s medical records for these patients 
were inadequate in that they routinely lacked adequate documentation of physical 
examination, clinical findings, vital signs, mental status examination, laboratory tests, 
follow-up and treatment plans. Complainant contends such matters are relevant and 
necessary to an evaluation and diagnosis of each patient’s condition, or to support the 
recommendation or prescription of any medication. Complainant further alleges that 
respondent prescribed, dispensed or furnished marijuana, a controlled substance, without 
conducting a prior good-faith examination and/or without medical indication. Finally, 
complainant contends that respondent committed unprofessional conduct and/or was grossly 
negligent, negligent, incompetent or committed acts of dishonesty or corruption in his 
interactions with and care and treatment of an undercover narcotics officer. 

Respondent’s Background 

4. Respondent has been a licensed California physician for 40 years. He is 
recognized as an expert on the use of marijuana for medical purposes and he has conducted 
research and has numerous publications on the topic of medical marijuana. He founded 
California Cannabis Research Medical Group to facilitate shared cannabis research. 
Respondent has been actively involved in the efforts to legalize marijuana for medical 
purposes. 

Respondent attended Temple University School of Medicine before completing 
psychiatric residencies at Oregon State Hospital in Salem, Oregon, and Mendocino State 
Hospital in Talmage, California. He has served as Director, Drug Addiction Treatment 
Center, New Jersey NeuroPsychiatric Institute, Princeton, New Jersey (1966-67); Consulting 
Research Psychiatrist, National Institute of Mental Health Center forNarcotics and Drug 
Abuse Studies (1967); Consulting Psychiatrist, Alameda County Alcoholism Clinic, Oakland 
(1968-69); Consulting Psychiatrist, Alameda County Health Department Drug Abuse Project 
(1969); Attending Staff Psychiatrist, Gladman Hospital, Oakland (1969-92); Consultant, 
National Commission on Marihuana and Drug Abuse (1972); Chair, Department of 
Psychiatry, Eden Hospital, Castro Valley (1993-94); and Psychiatric Consultant, Fairmont 
Hospital, San Leandro (1991-95). 
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He is currently an attending psychiatrist at Eden Medical Center, Castro Valley; 
Vencor Hospital, San Leandro; San Leandro Hospital, San Leandro; and St. Anthony's, Park 
View Convalescent, Clinton Village. He describes his private practice in Berkeley as all 
about medicinal cannabis consultations and this includes activities in his role as Medical 
Coordinator of California Cannabis Centers (Oakland Cannabis Buyers Cooperative, 

Hayward Hempery, CHAMP, San Francisco and the Humboldt Cannabis Center, Arcdta). 

Respondent is a member of professional organizations including the California 
Medical Association, Alameda-Contra Costa Medical Association (Chemical Addictions 
Committee), American Psychiatric Association, Northern California Psychiatric Society, 

East Bay Psychiatric Association, American Society of Addicticm Medicine and the 
California Society of Addiction Medicine (CSAM). He has been on CSAM’s Medical 
Marijuana Task Force since April 1997. 

The Compassionate Use Act 

5. On November 5, 1996, the voters of California passed Proposition 215, the 
Compassionate Use Act of 1996, also known as the Medical Marijuana Initiative. (Health & 
Saf Code, § 1 1362.5.) The Compassionate Use Act provides that seriously ill Californians 
have the right to obtain and use marijuana for medical purposes where that medical use is 
deemed appropriate and has been recommended by a physician who has determined that the 
person's health would benefit from the use of marijuana. The Act makes specific provision 
for the treatment of cancer, anorexia, AIDS, chronic pain, spasticity, glaucoma, arthritis, 
migraine, or any other illness for which marijuana provides relief. One of the Act’s purposes 
is to ensure that seriously ill Californians have the right to obtain and use marijuana for 
“medical purposes” and “where that medical use is deemed appropriate and has been 
recommended by a physician who has determined that the person’s health would benefit 
from the use of marijuana,” {Ibid.) 

The Act also expressly affirms public policy against conduct that endangers others or 
the diversion of marijuana for non-medical purposes. It is left for the physician, as 
gatekeeper, to ensure that marijuana is used for “medical purposes” to benefit the seriously 
ill. ^ Under these circumstances it is presumed that physicians who recommend marijuana 
under the Act will follow accepted medical practice standards and make good faith 
recommendations based on honest medical judgments. {Conant v. McCaffrey (2000 WL 
1281174.) The parties agree that good faith recommendations based on honest medical 
judgments must be made in every case. Where they differ, and rather markedly so, is on 
what constitute accepted medical practice standards to be followed in making such a 
recommendation. 


' In Conant v. Walters (2002) 309 F.3d 629, Justice Kozinski described the key role of physicians anticipated under 
the Act: “The state law in question does not legalize use of marijuana by anyone who believes he has a medical 
need for it. Rather, state law is closely calibrated to exempt from regulation only patients who have consulted a 
physician. And the physician may only recommend marijuana when he has made an individualized and bona fide 
determination that the patient is within the small group that may benefit from its use.” 
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Standard of Practice Issues 


6. Complainant sees no need to articulate a new standard of practice to assist 
physicians in recommending marijuana, believing that the standard of practice in the area of 
medical marijuana is not new at all, but the same as pertains to recommending any treatment 
or prescribing any other medication - namely history, physical examination and appropriate 
treatment plan. Where marijuana is being recommended for a psychiatric condition, 
complainant believes the examination would entail a mental status examination to establish a 
psychiatric diagnosis, and might either not include a physical examination or might only 
include a limited physical examination appropriate to the clinical situation. Complainant 
relies heavily upon a policy statement issued by the Board to all California physicians in its 
January 1997 Action Report. This statement came on the heels of Proposition 215 and 
recognized that there was at that time “a great deal of confusion concerning the role of 
physicians under this law.” The policy statement specifies: 

While the status of marijuana as a Schedule I drug means that no objective 
standard exists for evaluating the medical rationale for its use, there are certain 
standards that always apply to a physician’s practice that may be applied. In 
this area, the Board would expect that any physician who recommends the use 
of marijuana by a patient should have arrived at that decision in accordance 
with accepted standards of medical responsibility; i.e,, history and physical 
examination of the patient; development of a treatment plan with objectives; 
provision of informed consent, including discussion of side effects; periodic 
review of the treatment’s efficacy and, of critical importance especially during 
this time of uncertainty, proper record keeping that supports the decision to 
recommend the use of marijuana. 

In spring of 1997, CSAM issued a position statement regarding the recommendation 
of marijuana, in which it stated that marijuana is a mood-altering drug capable of producing 
dependency, urging the Board to formally adopt the standards set forth in the January 1997 
Action Report, and further suggesting that the Board’s statement be expanded to include a 
requirement for notation of a diagnosis or differential diagnosis. 

7. Respondent notes that there are only a handful of physicians, less than twenty, 
who consult on medical cannabis issues as a primary part of their practice and among whom 
there is no uniform agreement and few guidelines on practice standards. Physicians 
consulting in this way are not “treating physicians” and patients who are seen are primarily 
self-referred and come with a single question in mind - “Do I qualify for a medical cannabis 
recommendation?” These patients typically are already using cannabis for their medical 
condition and claim a benefit from so doing. In seeking a physician’s recommendation their 
main consideration is avoiding involvement with the criminal justice system. Most 
physicians are very reluctant to become involved in making such recommendations. They 
are afraid to say anything to patients about medical cannabis for fear that they will become 
targets of law enforcement themselves. The Compassionate Use Act does provide that no 
physician shall be punished, or denied any right or privilege, for having recommended 
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marijuana to a patient for medical purposes. (Health and Saf. Code, § 1 1362.5, subd. (c).) 
However, as even the Board recognized early on, this language offers no protection from 
federal prosecution, including threat of criminal prosecution of physicians, revocation of 
DBA registration and exclusion from participation in the Medicare and Medicaid program for 
having made such recommendations.^ 

Given this history and climate respondent believes this case has been motivated 
politically, directed both by federal government officials and California State officials 
opposed to Proposition 215, and conducted from the outset in bad faith. Yet, in considering 
this case, every effort has been made to remain squarely focused on determining what 
practice standards govern medical cannabis recommendations. That is the primary issue and 
therefore evidence proffered on the history, motivation and other matters underlying or 
relating to the investigation and prosecution of this case, though considered, have been 
largely disregarded.'* 

8. Respondent urges as the standard of practice a more focused medical cannabis 
consultation model consisting of a good faith examination designed to gain needed 
information, no more and no less. The needed information would be limited to that sought in 
answering the simple question whether a patient is eligible for inclusion under the 
Compassionate Use Act. Respondent believes a physician would primarily be concerned 
with determining if there is medical evidence supporting eligibility. There would also be a 
future obligation to monitor patients using medical marijuana. Respondent proposes as 
minimum practice standards that physicians conduct an initial face to face interview, obtain 
identifying information, make a diagnosis and arrange for follow-up examinations that allow 
for incorporation of fax, e-mail or telephone exchanges of patient information. Respondent 
notes that while there have been uniform guidelines recommended and submitted to the 
California Medical Association (CMA), practice guidelines have yet to be adopted by the 
CMA or by the Board. Respondent views the protocols followed in making a Proposition 
215 recommendation as quite different from those followed by a physician in making a 
prescription. He also believes that any treatment plan should address only the medical use of 
cannabis and not the patient’s entire medical profile/condition. Respondent believes that the 
relevant practice standard should not require him to folly evaluate or treat every symptom 
present or suspected at the time the patient is evaluated. 

This generally summarizes what the parties believe to be the correct practice models 
in making medical cannabis recommendations. In determining which governs, the 
appropriateness of the two models is best evaluated by considering the medical expert 
opinions offered in this case. The opinions relate directly to respondent’s management of the 
sixteen patients referenced in the Second Amended Accusation and, accordingly, patient 
summaries and respondent’s actions with respect to each patient are briefly outlined below. 


’ January 17, 1997 Memorandum to Board Members from Ron Joseph regarding Proposition 215, Use of Marijuana 
for Medicinal Purposes. 

* Respondent submitted an Offer of Proof on remaining Exhibits P — W. These exhibits have been received into 
evidence as marked. Objections to relevancy go largely to the weight attached, and in most cases this was very 
marginal. 
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A discussion of appropriate practice standards and whether or not respondent complied with 
them is incorporated within these discussions of each patient. 

Patient R.A. 

9. Patient R.A. was seen by respondent on March 5, 1997. Medical records include 
a Registration Form completed by Patient R.A., but two of the five pages from that form are 
missing. No other documentation reflects respondent’s initial evaluation of this patient. 

There are no records reflecting the patient’s medical complaints/health problems, 
medical/psychiatric history, physical/mental status examination or what advice was given by 
respondent. A Physician’s Statement dated March 5, 1997, was issued indicating that Patient 
R.A. was under respondent’s “medical care and supervision for the treatment of medical 
condition(s): Anxiety Disorder Gastritis.” It also indicated that respondent had discussed the 
medical risks and benefits of cannabis use as a treatment and that he condoned the use of 
cannabis. 

Patient R.A. completed a “Cannabis Patient Follow Up Visit Questionnaire” dated 
November 6, 1998. It indicated that marijuana had been used by him for treatment of 
gastritis/anxiety disorder. No psychiatric history, medical history, physical/mental status 
examination is recorded. Respondent noted “irritation from low potency” and “recounts 
stressors of arrest & case & involvement & insomnia” and that he discussed the effects on 
the patient’s life, A Physician’s Statement dated November 18, 1998, confirmed that Patient 
R.A. was under respondent’s “medical care and supervision” for “Gastritis Anxiety 
Disorder.” Respondent also noted that Patient R.A. “Must return by 12-2-98 for follow up.” 

Patient R.A. completed a follow up questionnaire dated August 5, 1999, which 
reported treating complaints of anxiety disorder, gastritis and irritable bowel syndrome with 
marijuana, 15 to 38 grams/week. An “Illness status” category on the questionnaire was 
checked as “Stable”. There were follow up visits on April 28, 2000, and on January 4, 2001. 
A progress note for April 28, 2000, noted increased anxiety and insomnia. The January 4, 
2001 follow up questionnaire listed gastritis and anxiety as symptoms/conditions treated with 
cannabis and Patient R,A.’s illness status was marked as “Stable”. Respondent noted that 
Patient R.A. planned on relocating to Holland secondary to his fear of continuing 
prosecution. R.A. did leave the country and respondent maintained contact with him. On 
March 12, 2001, respondent consulted with Patient R.A. by telephone. He reported increased 
anxiety, bowel symptoms/constipation, lumbosacral back pain and a 20 pound weight loss. 

10. Complainant contends that respondent committed errors and omissions in the 
care and treatment of Patient R.A. by; 1) failing to evaluate his anxiety and insomnia 
complaints by means of a standard psychiatric history, medical history, physical examination 
and mental status examination; 2) failing to evaluate gastrointestinal complaints to rule out 
serious and perhaps life threatening illness while recommending palliative treatment; 3) 
failing to follow up on complaints and using a questionnaire that inappropriately lumped 
multiple complaints into a single illness category; 4) falsely and unethically representing that 
Patient R.A. was under his care and supervision for treatment of serious medical conditions; 
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5) maintaining medical records that lacked adequate documentation of physical/mental status 
examination, clinical findings, vital signs, laboratory tests, follow-up and treatment plans 
necessary to an evaluation and diagnosis of the patient’s condition, or to support the 
recommendation/prescription of any medication; and 6) furnishing marijuana without 
conducting a prior good faith examination and/or without medical indication. 

1 1 . Laura Duskin, M.D. testified as an expert witness on behalf of complainant. 

She is a psychiatrist with Kaiser Permanente, Adult Psychiatry Department, and a senior 
physician specialist, psychiatry with the San Francisco Department of Public Health, 
Community Clinics. Dr. Duskin is an Assistant Qinical Professor, UCSF School of 
Medicine. Her responsibilities there include teaching interviewing skills and 
diagnosis/treatment of psychiatric conditions to interns and residents at the medical school. 

Dr. Duskin is a Diplomate, American Board of Psychiatry and Neurology in Psychiatry 
(unlimited) and Geriatric Psychiatry, She has practiced psychiatry since 1983. 

Dr. Duskin is familiar with the standard of practice for psychiatrists in both treating 
and consulting capacities. In terms of the initial patient evaluation she opines that the 
standard of practice is essentially the same, regardless of whether the physician is acting as a 
treating physician or as a consultant. She believes the standard of practice for recommending 
marijuana is identical to that governing any medication - mainly that the physician does an 
evaluation of the patient’s complaints, formulates a differential diagnosis, discusses 
treatment options with the patient including the risks and benefits of medications, and 
develops a treatment plan with provision for future monitoring. There is always an initial 
evaluation, some more comprehensive than others depending upon the status of the patient. 
When marijuana is being recommended for a psychiatric condition, the examination would 
include a mental status examination. This is basically an assessment of the patient’s 
behavior, speech, reported mood, coherency, short term memory, impaired insight or 
judgment, thoughts of suicide or harming others, obsessive thoughts, etc. In some cases 
formal testing is required. 

Where a psychiatrist is called upon to treat a condition that is non-psychiatric in 
nature the standard of practice is the same as that followed by any other physician, namely 
history, physical exantination, differential diagnosis, appropriate treatment plan and plans for 
follow-up and responsibility for management of the problem unless it can be referred to the 
patient’s primary care physician. Dr, Duskin emphasizes that this is really very basic, 
something all physicians learn as part of their medical school education. She makes specific 
reference to the Board’s 1997 Action Report and to CSAM’s policy statement (Finding 6) 
noting that they both merely confirm existing and accepted medical standards for treatment 
or prescribing of any medication. 

Dr. Duskin notes that the standard of practice when treating patients in follow-up is to 
reevaluate the problem(s), the efficacy or problems with treatment, and to appropriately 
address any new concerns. If more than one condition is the focus of treatment, each 
condition is evaluated independently even if the same drug is being used to treat all of the 
conditions. Where referral for forther evaluation and follow-up is warranted, a psychiatrist is 
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responsible for making this referral and documenting this in the medical record. The 
standard of practice for medical records is for the psychiatrist to keep all records pertaining 
to the treatment of the patient, including prescriptions or certificates, and where copies of any 
portions of the medical records are provided to others, the psychiatrist retains the originals 
and sends copies only. 

12. Dr. Duskin believes that respondent’s treatment of Patient R.A. represented an 
extreme departure from the standard of practice in numerous areas of concern. The patient 
records contain no adequate initial evaluation note, no psychiatric or medical history, no 
mental status examination and no differential diagnosis. She notes that such lack of 
documentation for a patient for whom a psychoactive drug was being recommended was an 
extreme departure from the standard of care. 

Dr. Duskin is critical of respondent’s failure to document the history and make an 
appropriate follow-up plan for the patient’s potentially serious gastrointestinal complaints. 

She is particularly concerned that “gastrointestinal cancer or other disease manifest with 
symptoms as described by this patient, and without appropriate medical evaluation the 
cannabis, if symptomatically effective, might only mask the problem until the disease 
progressed to a life threatening degree.” There is no indication from the records that Patient 
R.A. was receiving ongoing treatment from another physician, important information that 
should be ascertained. If a physician is offering pain management or palliative treatment the 
physician is also responsible for making sure that the underlying problem is being addressed, 
or that the patient is refusing to have that problem addressed. If such occurred in this case it 
was not documented and there is no indication that respondent discussed Patient R.A.’s 
medical or psychiatric treatment with any other health care provider. 

Respondent used a patient questionnaire that allowed for illness status to be described 
in single word categories such as “stable”, “improved” or “worse” and that grouped multiple 
conditions into a single evaluation category. Thus, on August 5, 1999, in reference to 
anxiety disorder, gastritis and irritable bowel syndrome that were being treated with 
cannabis,'the reevaluation of the conditions consisted of the single word “stable”. Dr. 

Duskin notes that when a symptom or condition is the focus of treatment, a one word 
description of the clinical simation is grossly inadequate, and that no competent clinician 
would lump multiple conditions into an illness category and evaluate them together as one. 

In follow-up evaluations it was noted that the patient had increased anxiety and 
insomnia on April 28, 2000, and on March 12, 2001. No evaluation of these symptoms was 
documented and no treatment plan other than to recommend cannabis was made. Dr. Duskin 
allows that cannabis may have been efficacious for these problems but given the ongoing 
nature of the problems “further evaluation and consideration of supplemental treatment with 
other medications, other treatment modalities or a complete change in treatment for these . 
conditions was dearly in order.” Dr. Duskin is also critical of the length of time between 
follow-up contacts and the lack of an interval history of the progress of the patient’s 
conditions between contacts. 
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Dr. Duskin has additional concerns that respondent provided a certification indicating 
that the patient was under his “care and supervision,” something she characterizes as false 
and misleading. She notes, for example, that the patient’s gastritis was not being followed in 
any way in a manner that would be expected if he was under respondent’s care and 
supervision for that condition. 

13. Respondent did not view himself as R,A.’s primary care physician and avers 
that he only rendered a diagnosis sufficient for the purpose of determining that R.A. had a 
serious and chronic condition that was helped by marijuana. He contends that R.A. was 
under his care and treatment because he had seen him frequently and stayed in telephone 
contact and followed his condition even after he left the country. He believes that he 
conducted a bona fide examination in determining that R.A.’s condition was both serious, 
chronic and helped by caimabis. He attributes R,A.’s symptoms (psycho-physiologic 
gastrointestinal dysfunction) to R.A.’s anxiety related to law enforcement. He disagrees that 
he failed to evaluate R,A.’s gastrointestinal complaints to rule out more serious disease, 
dismissing the notion that marijuana was palliative treatment at all. 

14. Philip Andrew Denney, M.D. testified as an expert witness on behalf of 
respondent. He attended the University of Southern California School of Medicine and has 
been in medical practice since 1976. Recent professional activities include positions as the 
Facility Medical Director of Meridian Occupational medicine Group, Sacramento (1996-97); 
Facility Medical Director of Healthsouth Medical Clinic, Rocklin (1997-99); Medical 
Director, Marshall Center for Occupational Health (1999-2000); and Occupational and Legal 
Medicine (2000 - present). From 1999 his medical legal practice has included medical 
cannabis recommendations. Dr. Denney’s membership in professional societies includes the 
American College of Occupational and Environmental Medicine and the California Cannabis 
Research Medical Group. He remains informed about medical cannabis from the small 
universe of practitioners in this field who exchange information informally or through 
organized conferences. He describes one of respondent’s publications as an authoritative and 
seminal work that introduces western physicians to appropriate citations in medical literature 
in this field. Although he believes thousands of doctors give cannabis recommendations, Dr. 
Denney notes that fewer than twenty consult on medical cannabis issues as a primary part of 
their practice. He falls within this category. 

Dr. Denney views respondent’s role as that of a consultant, and not as that of a 
treating physician. Because cannabis cannot be prescribed he notes that the physician is not 
involved in treatment at all, rather the patient is engaged in self treatment of a medical 
condition. The physician’s role is that of recommending the cannabis for a medical 
condition. The physician is not saying that this is the sole treatment, it may be only one 
small part. Dr. Denney believes that the good faith examination required in these cases is 
only that which is necessary to gain the information needed. He considers the Board’s 1997 
Action Report to be advisory in nature and not the standard of practice. 

With regard to Patient R.A., Dr. Denney opines that cannabis has salutary effects on 
gastritis but would not mask a more serious condition. He describes its effects as very mild 
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compared to other prescription drugs, opiates for example. He has no criticism of 
respondent’s medical records or lack thereof. Dr. Denney notes that it is not uncommon to . 
have cursory, largely unintelligible and useless information contained in medical records. In 
making a sincere medical judgment he believes physicians rely more on actual observations 
and face to face contact with patients, and not upon medical records or other written 
documents provided by the patient. 

15. Dr. Denney acknowledges obtaining a patient’s history and performing physical 
examinations in his own practice, including medical cannabis consultations. He explains that 
he does so primarily for administrative and legal reasons yet he has consistently taken this 
examination approach for patients over his entire career in an effort to practice “excellent 
medicine.” During medical cannabis evaluations he investigates complaints raised by the 
patient and if warranted he advises patients to seek follow-up care. He documents such 
discussions in his medical records. Dr. Denney opines that respondent is a superb physician 
whose medical cannabis practices were both appropriate and within the standard of care. Yet 
Dr. Denney’s own practices are very different from respondent’s and his practices are 
entirely consistent with the Board’s 1997 Action Report policy statement. In conducting his 
medical cannabis evaluation Dr. Denney obtains a medication history and reviews the reason 
for using cannabis. He discusses medical cannabis and any problems with its use with the 
patient, reviews any available records and tries to determine whether the patient is being 
truthful. He conducts a “head to toe” physical examination and evaluates the presenting 
complaint for each patient. Dr. Denney notes that if a patient raises a complaint of 
importance he would “certainly” advise the patient to seek follow-up care with a physician. 
He acknowledges that it is important to keep medical records documenting the medical 
evaluation, and that such records might be important to subsequent treating physicians. 

Essentially, the good faith examination Dr. Denney performs to support a 
recommendation for medical marijuana is no different than what he follows in any other 
medical evaluation. ^ It is also consistent with the standards articulated by Dr. Duskin. 

16. The above matters having been considered, it does appear that the standard of 
practice for conducting a medical cannabis evaluation is identical to that followed by 
physicians in recommending any other treatment or medication. The standard applies 
regardless of whether the physician is acting as a treating or as a consulting physician. The 
medical cannabis evaluation is certainly focused on the patient’s complaints, but it does not 
disregard accepted standards of medical responsibility. These standards include history and 
physical examination of the patient; development of a treatment plan with objectives; 
provision of informed consent; periodic review of the treatment’s efficacy and proper record 


^ Dr. Denney acknowledged in prior testimony that he makes a determination of whether a patient should be given a 
prescription or some kind of treatment as follows: “I take a medical history. I examine the patient. I do a physical 
examination. I base my opinion on those things, on records if they’re available, on my opinion as to the patient’s 
truthfulness, etc.” When asked what is a recommendation for cannabis he answered: "A recommendation is an 
opinion based upon history and physical exam and experience that says that the patient has a condition which in the 
physician’s opinion will benefit from cannabis use.” {People v. Urziceneau, Sacramento Superior Court No. 
00F06296.) 
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keeping. When a cannabis recommendation is being made for a psychiatric condition the 
examination would additionally entail a mental status examination to establish a psychiatric 
diagnosis and severity of the condition. In such cases a physical examination might not be 
included, or might only include a limited physical examination appropriate to the clinical ■ 
situation. In sum, the standard of practice for a physician recommending marijuana to a 
patient is the same as pertains to recommending any other treatment or medication. 

Respondent contends that consulting physicians would be unreasonably burdened 
with conducting a complete work up on each conceivable diagnosis or symptom presented or 
suspected and that he would have to maintain extensive notes on every item of 
communication between physician and patient. He is also concerned that he would be 
responsible for referring patients out for additional medical care if not provided personally , 
and that patients would be required to return for further evaluations and extensive testing to 
independently verify medical diagnoses or symptoms. 

A physician must obviously exercise some discretion in making clinical judgments 
and it would be unreasonable to require a comprehensive physical/mental examination in 
every case. Complainant’s major criticism of respondent is that he failed to perform any 
work up on each patient’s chief presenting complaint and that he failed to conduct even the, 
most cursory of physical or mental status examinations. Dr. Denney’s practice is instructive 
because, like respondent, he also performs numerous medical cannabis evaluations. Yet he 
incorporates traditional elements of a medical evaluation and the examination that he 
undertakes is the same that he performs on all his patients. The model is not as rigid or as 
burdensome as respondent suggests. Dr. Duskin allows for flexibility, noting for example 
that no physical examination or only a limited physical examination may be appropriate in 
cases where medical marijuana is recommended for a psychiatric condition. When 
warranted, it hardly seems burdensome at all to refer a patient out for additional evaluation or 
care if one is not the treating physician and a serious condition is suspected or confirmed. 
Failure to do so is an extreme departure from the standard of care. 

17. It was established that respondent committed errors and omissions in his care of 
Patient R.A. in the following respects; 

a. Respondent failed to evaluate R.A.’s gastrointestinal complaints, 
anxiety, and insomnia by means of a standard medical history, 
physical examination and mental status examination. Medical 
records for R.A. lacked adequate documentation of physical 
examination, clinical findings, vital signs, mental status 
examination, test results and treatment plan. Such failures 
constituted an extreme departure fi'om the standard of care. 

b. Respondent failed to evaluate or refer R.A. out for evaluation of 
gastrointestinal complaints to rule out serious and perhaps life 
threatening illness and such constituted an extreme departure from 
the standard of care. 
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c. Respondent failed to follow-up on R. A. ’s complaints and used an 
inadequate check box questionnaire that lumped multiple complaints 
together into a single illness category. It was designed to be 
completed by the patient. The lumping of multiple complaints into a 
single illness category is a matter of poor questionnaire design, a 
departure from the standard of care. 

d. Respondent falsely represented that R.A. was under his care and 
supervision for treatment of a serious medical condition. The choice 
of language on respondent’s Physician Statement was intended to 
assist the patient in certifying eligibility under Proposition 215, no 
more. It was boilerplate and the form was designed by respondent at 
a time when there was little guidance on appropriate language to be 
used. Under these circumstances it reflected a departure from the 
standard of care. 

Patient S.A. 


1 8. Patient S.A,, a 20 year old male, was seen by respondent on May 20, 1996. He 
reported a history of nausea, vomiting, motion sickness and anorexia. Medical records 
indicated that he had previously been worked up by physicians with an upper G1 exam 
showing “probable small duodenal ulcer.” Respondent’s medical records for S.A. contain no 
documentation that he elicited a history of other medical conditions, that he took vital signs 
or that he performed a physical/mental status examination. No treatment plan was 
formulated and there was no plan for follow-up of the patient’s continuing gastrointestinal 
problems. Respondent did prescribe Marinol, a pharmaceutical containing the active 
ingredient in marijuana, for the patient’s symptoms. 

On November 1 0, 1 997, respondent noted that the Marinol provided less relief than 
crude marijuana and based upon the patient’s statement that he was “doing well with 
syrhptom control” respondent issued a Physician Statement indicating that S.A. was under 
his medical care and supervision for the serious medical condition of gastritis and that 
respondent recommended marijuana for this condition. 

On May 12, 1998, S.A. requested a renewal of his Marinol prescription. The 
communication was characterized as a “televisit” and the patient’s gastritis was described by 
a box checked “stable.” A note on the form indicates that the certificate was mailed to the 
patient. 


On October 16, 1999, the patient again requested a “renewal of caimabis 
recommendation.” The communication was not in person, but was conducted via fax 
transmittal of a “Cannabis Patient Follow Up Visit Questionnaire.” The form contains the 
patient’s assessment that his gastritis was “stable” and his nausea was “better,” S.A. also 
checked the box indicating that he found the treatment to be “very effective” and answered 
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“no” to the question whether he experienced adverse effects. He issued the cannabis 
recommendation after he received the follow-up questionnaire and requested fee. 

19. Dr. Duskin notes that S.A. was first seen by respondent approximately three, 
years after he was diagnosed with a possible duodenal ulcer and that it was incumbent upon 
him to obtain an interim history to determine whether disease progression or some other 
gastrointestinal problem could account for current symptoms. Vital signs, frequency of 
vomiting, loss of blood and weight loss would all have been basic parts of a medical 
evaluation in this case. No vital signs or patient weight were recorded by respondent. On 
the basis of the patient’s verbal reports, respondent justified a diagnosis of “gastritis, rule out 
peptic ulcer.” Respondent prescribed Marinol without documenting informed consent and 
there is no indication that he referred S.A. back to his gastroenterologist or primary care 
provider for further evaluation. During his initial visit respondent noted that S.A.’s 
chemistry panel was within normal limits. 

Two of the three follow-up visits were not face to face meetings. The standard of 
practice for follow-up visits is for the physician to reevaluate the clinical complaint(s) and 
any new problems. This entails an interval history of the symptoms or condition. A one 
word statement (“Stable”) checked on a form by the patient is not sufficient information 
upon which to make a clinical decision to continue Marinol. A medication renewal to treat 
gastritis, nausea and motion sickness would necessitate a clinical evaluation of the patient or 
documentation that an appropriate clinical evaluation was done by another practitioner prior 
to renewing the medication. A doctor might renew a prescription for a brief period without 
seeing a patient if the patient had been seen recently, but in this case respondent issued a 
cannabis recommendation on October 29, 1999, more than seventeen months after his 
previous evaluation. It appears that respondent issued the cannabis recommendation only 
after he received the follow-up questionnaire and requested fee. Dr. Duskin opines that “to 
charge for what amounts to a medication renewal without reevaluating the patient is 
unethical and grossly inappropriate. Likewise, this action would constitute an extreme 
departure from the standard of practice from a clinical standpoint.” 

Respondent signed a statement indicating that S.A. was under his “medical care and 
supervision” for the treatment of gastritis. If this were the case respondent would have been 
coordinating the ongoing evaluation and treatment of this condition with the patient’s 
gastroenterologist or other medical practitioner and this was not the case. 

20. Respondent notes that he evaluated S.A. only for a medical marijuana 
recommendation and that for purposes of follow-up, telephone contact and questionnaire 
were sufficient. He did not see himself as the primary care physician, noting that S.A. was 
self treating with cannabis before he saw respondent. Respondent believes that he performed 
a bona fide examination on the initial as well as on follow-up evaluations. He acknowledges 
that he did nothing to rule out peptic ulcer or to work up the gastritis. His focus was on 
determining eligibility under the Compassionate Use Act. When asked if he would be 
concerned if S.A. did not have a physician he answered in the negative, noting that it was not 
his responsibility and that it was beyond the scope of a consultative exam. 
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21 . It was established that respondent committed errors and omission in the care 
and treatment of Patient S. A. in the following respects: 

a. Respondent failed to evaluate S,A.’s gastrointestinal complaints by means 
of a standard medical history, physical examination. Medical records for 
S.A. lacked adequate documentation of physical examination, clinical 
findings, vital signs, test results and treatment plan. He prescribed Marinol 
without ruling out progression of the previously suspected duodenal ulcer. 

Such failures constituted extreme departures from the standard of care. 

b. Respondent failed to re-evaluate or refer S.A. out for evaluation of 
gastrointestinal complaints to rule out serious illness and such constituted 
an extreme departure from the standard of care. 

c. Respondent renewed S.A.’s recommendation in 1998 and 1999 without an 
interval history of the patient’s condition and with the last examination not 
having been performed since November 1 997. 

d. Respondent charged S.A. for medication renewal without conducting an 
examination, an extreme departure from the standard of practice. 

Patient J.B. 

22. Patient J.B., a 40 year old female, was seen by respondent only once, on 
August 9, 1997. She presented with a ten year history of chronic depression and anxiety. 

He diagnosed her with dysthymic disorder and Post Traumatic Stress Disorder (PTSD). 

Dr. Duskin opines that respondent’s treatment represented an extreme departure from the 
standard of practice when he failed to evaluate her symptoms of anxiety, depression and 
panic attacks. Respondent did not obtain the requisite history of the onset and duration of the 
patient’s complaints, nor did he determine whether the patient had ever been hospitalized or 
ever been suicidal. He conducted a mental status examination that Dr. Duskin believes was 
deficient because it provided information only about the patient’s current state and nothing 
about her history. Further, he did not offer her standard treatment for these diagnosed 
conditions when many effective treatments are available for both PTSD and dysthymia. The 
medical records contain no documentation that he offered standard treatment for these 
conditions or that if he did that the patient refused. Dr. Duskin also opines that he 
inappropriately instructed her to follow-up with him as needed instead of establishing a 
follow-up plan given the severity of her psychiatric conditions. Dr. Duskin has no quarrel 
with the cannabis recommendation, only with respondent’s failure to do more. She 
emphasizes that a treatment plan in this case would need a number of elements - life 
circumstances needed to be addressed, and consideration given to behavioral interventions 
and perhaps adjunctive medications. Respondent issued a statement indicating that J.B. was 
under his “medical care and supervision” for dysthymic disorder and PTSD and this simply 
was not the case. 
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Respondent views his role in this case as that of providing J.B, with medicinal 
justification and protection from law enforcement. His understanding is that a clinical 
evaluation is a visit where a clinical decision is made and he believes he conducted a bona 
fide examination in this case. He avers that he spent over an hour with this patient. He does 
not know if J.B. had another physician and notes that she was opposed to taking 
pharmaceuticals making treatment options and interventions limited. He did not refer her to 
therapy or to another physician. Respondent believes the scope of the consultative 
evaluation was to issue her a certificate even though he felt that she needed much more. 

23. It was established that respondent committed errors and omissions in the care 
and treatment of J.B. in the following respects; 

a. Respondent conducted an inadequate evaluation of her symptoms of 
depression, anxiety and panic attacks. 

b. Respondent arrived at a diagnosis of PTSD and dysthymic disorder 
without conducting a documented clinical evaluation. 

c. Respondent failed to offer or refer J.B. out for standard psychiatric 
treatment for her conditions. 

d. Respondent failed to provide follow up care for J.B.’s complaints. 

Respondent’s overall treatment of J.B. as above described represented an extreme departure 
from the standard of care. 

Patient J.M.B. 

24. On December 30, 1998, Patient J.M.B., a 26 year old male, consulted 
respondent for complaints of chronic pain that he attributed to spinal injuries sustained in 
prior automobile accidents. Respondent’s records contain no vital signs physical 
examination or other rnedical evaluation of the patient’s spinal complaints. Respondent 
issued a physician’s certificate stating that J.M.B. was under his medical care and 
supervision for the treatment of intervertebral disc disease. A physician evaluating a patient 
with chronic orthopedic complaints is required to perform a physical examination, to obtain a 
history of the patient’s condition, to assess any decrease in range of motion and limitations in 
daily activities. Respondent did none of these things. 

On June 22, 1999, respondent issued a physician’s statement to J.M.B, reiterating that 
he remained under respondent’s care and supervision for the treatment of intervertebral disc 
disease. There is no record that respondent re-evaluated J.M.B. on this date, nor is there any 
evidence that respondent obtained an interval history. 

Respondent believes he performed a bona fide examination for purposes of 
recommending medical cannabis. When asked whether a physical examination might have 
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assisted in verifying complaint he explains that in most cases he takes what a patient says to 
be true and accurate. 

25. It was established that respondent committed errors and omissions in the care 
and treatment of J.M.B. in the following respects: 

a. Respondent failed to evaluate J.M.B, for intervertebral disc disease and 
arrived at a diagnosis of without performing appropriate medical work up. 

Such failure constituted an extreme departure from the standard of care. 

b. Respondent renewed the patient’s recommendation without interval history 
or re-evaluation, an extreme departure from the standard of care. 

c. Respondent’s statement that J.M.B. was under his rhedical care and 
supervision for intervertebral disc disease was false, a departure from the 
standard of care. 

Patient R.B. 

26. Respondent saw R.B., a 27 year old male, on May 21, 1999. R.B. presented 
with complaints of nausea and dizziness and respondent made diagnoses of nausea and 
alcohol-related gastritis. In doing so he recorded no vital signs and ordered no laboratory 
tests. Medical records do not document any history, physical examination or other 
appropriate methods by which respondent arrived at a diagnosis. Dr. Duskin opines that 
respondent’s treatment of R.B. “represented an extreme departure from the standard of 
practice when he made two diagnoses without obtaining an adequate medical history e.g. 
review of the onset, course of illness, alleviating and exacerbating factors in enough detail to 
make an accurate diagnoses.” 

R.B. did bring medical and other records, 40 pages worth, with him to his 
examination with respondent along with his medications. He had a primary care physician 
with Kaiser and had undergone extensive medical work-up and treatment prior to being seen 
by respondent. R.B. indicated that he was told that Kaiser would not permit its doctors to 
sign Proposition 215 recommendations and that was why he sought out respondent. 

Respondent notes that he reviewed the records that R.B, brought with him and that he 
examined him. This included a family and past medical history, present illness, treatment 
plan and a review of cannabis use pattern. Respondent believes vital signs and laboratory 
tests were irrelevant in that they have nothing to do with the specific question of whether 
medical cannabis is appropriate. He acknowledges that he does not take vital signs, 
including blood pressure, for any of his patients. He notes that he conducted a bona fide 
examination of R.B. 

27. It was established that respondent diagnosed R.B, with nausea and gastritis 
without performing a physical evaluation, recording vital signs or ordering laboratory tests. 
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Medical records for R.B. lacked adequate documentation of physical examination, clinical 
findings, vital signs, test results and treatment plan. Such failures constituted extreme 
departures from the standard of care. It was not established that respondent failed to take an 
adequate history given the information that R.B. provided to him via patient records and . 
clinical interview. 

Patient D.B, 


28. Respondent saw D.B. on June 26, 1998, with complaints of cerebral palsy and 
post-traumatic arthritis. No physical examination and no vital signs were recorded. On June 
27, 1998, respondent issued a recommendation for the patient’s medical cannabis use and 
indicating that D.B. was under his medical care and supervision for the treatment of cerebral 
palsy and post-traumatic arthritis. There were no treatment goals and no baseline data upon 
which progress could be measured. By the time of a follow-up evaluation on January 2 1 , 
2000, there were still no records of any kind, nor any type of appropriate referral for medical 
reevaluation of the physical condition of concern. D.B. was charged $100 for “confirming 
status” without any apparent examination. Dr. Duskin notes that even though cannabis was 
reportedly beneficial to the patient “other adjunctive treatments would need to be explored 
including possible medication, physical therapy, occupational therapy for assistive or 
corrective devices, etc.” Just addressing the cannabis portion of treatment did not amount to 
“medical care and supervision.” 

It was established that respondent committed errors and omissions in the care and 
treatment of D.B. in the following respects: 

a. Respondent recommended treatment to D.B. without conducting a physical 
examination. Medical records for D.B. lacked adequate documentation of 
physical examination, clinical findings, vital signs, test results and 
treatment plan. 

b. Respondent failed to provide follow up or referral for the patient’s 
complaints. 

c. Respondent charged for renewal of the patient’s recommendation even 
though no examination was performed. 

d. Respondent’s statement that D.B. was under his medical care and 
supervision for cerebral palsy and traumatic arthritis was false. 

Respondent’s overall treatment of D.B. as above described represented an extreme departure 
from the standard of care. 
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Patient K.J.B. 

29. Respondent first saw a 42 year old male with complaints of muscle 

spasm and lumbosacral pain, on August 24, 1998. There is no record of a physical 
examination of the patient, nor is there a proposed treatment plan or plan for follow-up. 
Respondent issued a physician statement indicating that K.J.B. was under his medical care 
and supervision for the treatment of Lumbosacral Disease. On September 20, 1999, K.J.B. 
again contacted respondent and on that occasion he provided respondent with a Beck 
Inventory, a self-administered questionnaire that is used to measure the degree of a patient’s 
depression. K.J.B. endorsed a number of items and multiple statements indicating a 
significant level of depression. K.J.B. also completed a form indicating that he suffered from 
depression, insomnia, weight loss, cannabis addiction and back pain. There is no recorded 
assessment by respondent of the patient’s multiple complaints and there was no plan for 
treatment or follow-up for the patient’s depression and back pain except for a box indicating 
follow-up in 6 - 12 months. 

The standard of practice for treating musculoskeltal pain and muscle spasm is to taken 
an adequate history, do a pertinent physical examination, obtain old records when available, 
make or confirm the diagnosis and develop a treatment plan presenting all reasonable 
treatment options and making referrals as appropriate. The same standard applies to treating 
depression except that the examination would consist of a mental status examination and 
pertinent parts of the physical examination. In this case there was not an adequate evaluation 
of either the psychiatric or the musculoskeletal complaints. 

K.J.B. believed that respondent was his treating psychiatrist and was the “best” in the 
field and it is therefore troubling that respondent indicates that he did not perform a formal 
mental status examination and that K.J.B. was mistaken if he believed that he was his 
psychiatrist. Dr. Duskin notes that though cannabis may have helped in the patient’s 
depression, there are many effective treatments for depression including both antidepressants 
and psychotherapy, treatments that respondent failed to provide or refer out for. Respondent 
avers that he did not suggest therapy or standard treatment for K.J.B. because he believed 
K.J.B. was not the sort of person who would be accepting of therapy. 

30. It was esiablished that respondent committed errors and omissions in the care 
and treatment of K.J.B. in the following respects: 

a. Respondent failed to conduct a physical examination of K.J.B. before 
recommending treatment. Medical records for K.J.B. lacked adequate 
documentation of physical/mental status examination, clinical findings, 
vital signs, test results and treatment plan. 

b. Respondent failed to conduct an evaluation of the patient’s depression. 
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c. Respondent failed to reevaluate the patient in light of the patient’s 
continuing depression or to consider alternative treatments for the patient’s 
recurrent depression. 

d. Respondent’s statement that K.J.B. was under his medical care and 
supervision for lumbosacral disease was false. 

Respondent’s overall treatment of K.J.B. as above described represented an extreme 
departure from the standard of care. 

Patient J.C. 

3 1 . Respondent saw J.C., an 1 8 year old female, on December 11,1998. She 
complained of anorexia and stated that she was 6 months pregnant and had used marijuana to 
keep food down, Donnatal and over-the-counter medications were apparently ineffective. 

Dr. Duskin opines that such complaints in pregnant patients are potentially serious for the 
patient and for the fetus. The standard of care requires that a physician evaluate, first, the 
type of anorexia that is being addressed and include a description of the patient, her weight, 
vital signs and a detailed history. Respondent failed to record the patient’s height, weight or 
vital signs and no history relevant to the patient’s anorexia is documented, nor with regard to 
his diagnosis of prolonged traumatic stress disorder. There is no record of discussion of the 
relative risks and benefits of marijuana use. Dr. Duskin believes the failures above described 
were simple departures from the standard of care, but given the multiple simple departures 
represented an extreme departure. 

J.C. and her mother both testified. As soon as J.C. began using cannabis she began to 
gain weight and her pregnancy was a healthy one. She provided a substantial number of 
patient records to respondent that he reviewed at the time of his evaluation. Respondent is 
criticized for his failure to contact J.C.’s treating obstetrician, but he explains that J.C.’s 
mother told him that the obstetrician approved of her daughter receiving cannabis but was 
afraid to provide a written recommendation. Under the circumstances respondent believed it 
unnecessary to contact this physician. Respondent also recommended cannabis instead of 
Marinol because he believed that J.C.’s stomach would be too sensitive and that through 
vaporization technique J.C. would be able to inhale therapeutic resins without other 
contaminants. > 

32. It was established that respondent committed errors and omissions in the care 
and treatment of J.C. in the following respects: 

a. The medical records for J.C. lacked adequate documentation of 
physical/mental status examination, clinical findings, vital signs, test 
results and treatment plan. 

b. He failed to work up J.C. prior to arriving at a diagnosis of prolonged 
traumatic stress disorder. 
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Respondent’s overall treatment of J.C. as above described represented an extreme departure 
from the standard of care. However, it was not established that he failed to adequately 
evaluate J.C.’s reported anorexia given the amount of information about her condition that 
was made available to him. Similarly, it was not established that he failed to consider 
alternatives to smoked marijuana for J.C. His decision not to prescribe Marinol was based 
on his reasonable clinical judgment that her stomach would not be able to tolerate this 
medication. Respondent also provides a reasonable explanation for his decision not to 
contact J.C. ’s treating physician. 

Patient S.F. 


33. Patient S.F. was 1 6 when she saw respondent on March 1 8, 1 999, complaining 
of migraine headaches, depression and painful menstrual cramps that had worsened 
following a therapeutic abortion. She had no treating physician and had received no medical 
work up for any of these conditions. Her reported history included stress and “flipping out” 
during periods of extreme anger. Respondent recorded no history regarding the headaches. 
No physical or mental status examination and no vital signs are documented in the records. 
Respondent issued a physician’s statement indicating that S.F. was under his medical care 
and supervision for the treatment of migraine headache and premenstrual syndrome. 

Dr. Duskin agrees that marijuana might be helpful for these complaints but notes that 
respondent took only a partial history from S.F. regarding her headaches and did not 
adequately assess their triggering factors, duration and progression. Regarding the 
complaints of persistent and severe menstrual cramping, the standard of care would require 
an evaluating physician to obtain a history, including cycle, where in the cycle the symptoms 
are occurring, whether the menses are heavy or light, as well as what has helped or 
aggravated the condition. Infertility issues should be considered for a patient this young with 
a history of therapeutic abortion and referral for gynecological examination was indicated, 

S.F. reported past medical history of depression, stress and head injuries and there is 
no indication that respondent undertook an evaluation of these conditions. The standard of 
practice upon hearing that a patient has had a head injury is to do a full history and 
neurological examination, or arrange for same. 

34. Respondent relied upon information provided to him by S.F. and her father. He 
believes that he did an adequate work up regarding the etiology of the headaches and he 
determined that the head injury had occurred some time in the distant past and that she had 
recovered with diminishing sequela. He made a specific recommendation for psychological 
evaluation to S.F. and to her father. There were significant behavior problems at issue in 
their home. 

35. It was established that respondent committed errors and omissions in the care 
and treatment of S.F. in the following respects: 
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a. Respondent failed to adequately work up the etiology and nature of S.F.’s 
headaches. The medical records for S.F, lacked adequate documentation'of 
physical/mental status examination, clinical findings, vital signs, test 
results and treatment plan. 

b. Respondent failed to evaluate the patient’s complaints of painful menstrual 
cramps and failed refer her to an obstetrician/gynecologist for further 
evaluation. 

c. Respondent’s statement that S.F was under his medical care and 
supervision for treatment of migraine headaches and premenstrual 
syndrome was false. 

Respondent’s overall treatment of S.F. as above described represented an extreme 
departure from the standard of care. However, it was not established that respondent 
failed to address her stress and depression or that he failed to make a counseling or 
psychotherapy referral. He did so. He also made a clinical determination that her 
head injury was not recent and that she had recovered with no ill effects. 

Patient D.H. 


36. Respondent saw D.H., a 36 year old female, on April 30, 1999. She 
complained of very painful headaches as well as neck and shoulder pain associated with 
stress. Respondent issued a recommendation for the patient to use marijuana for tension 
headaches, pruritus and anxiety disorder. Medical records for D.H. contain no record of 
physical examination, vital signs, mental status examination or other work up of her 
complaints. The records consist largely of a questionnaire completed by the patient. There 
is no written evaluation by respondent. 

Dr. Duskin opines that respondent failed to conduct an adequate history and physical 
examination to make or confirm the diagnoses presented by D.H. This was particularly 
important for headache complaints given the different causes and the need for a physician to 
develop a treatment plan specific to the cause of headache symptoms. ® D.H. brought with 
her to her appointment medical reports and evidence of her condition. She told him that she 
had benefited firom the use of cannabis in that her headaches were less intense and the itching 
was not as bad. She had a primary physician and had also been to a chiropractor and 
respondent advised her to also follow what her other doctors had recommended. 

37. It was established that respondent committed errors and omissions in the care 
and treatment of D.H. in the following respects; 


^ Causes may include benign conditions as tension headache, uncorrected vision problems, teeth clenching and 
migraine, to much more serious conditions such as carbon monoxide poisoning, subdural henmtoma or even brain 
tumor. 
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a. Respondent failed to adequately work up the etiology and nature of D.H. ’s 
headache complaints and, aside fromj»commending marijuana, did not 
develop a treatment plan for her. The medical records for D.H. lacked 
adequate documentation of physical examination, clinical findings, vital 
signs, test results and treatment plan. 

b. Respondent failed to document and evaluate D.H. ’s complaints of pruritus 
and, aside from recommending marijuana, did not develop a treatment plan 
for her. 

c. Respondent failed to document and evaluate D.H.’s complaints of anxiety 
and, aside from recommending marijuana, did not develop a treatment plan 
for her. 

d. Respondent’s statement that D.H. was under his medical care and 
supervision for treatment of headaches, pruritus and anxiety was false. 

Respondent’s overall treatment of D.H. as above described represented an extreme departure 
from the standard of care. 

Patient J.K. 


38. Respondent issued a physician’s statement dated July 23, 1999, indicating that 
J.K., a 37 year old year old male, was under his care and supervision for posttraumatic stress 
disorder and traumatic arthritis, J.K. completed a questionnaire dated June 27, 1999, 
describing his present illness as dysthymic disorder and steel pin in right leg. Respondent’s 
records contain no record of psychiatric history, physical examination, vital signs, mental 
status examination or other work up of the patient’s complaints. The standard of practice for 
a psychiatrist evaluating a patient with a history of dysthymia is to complete a psychiatric 
history and to perform a mental status examination to determine the degree of depression. In 
diagnosing PTSD the standard of practice is to determine whether the diagnosis is justified in 
light of symptoms and history. Dr, Duskin opines that respondent’s treatment represented an 
extreme departure from the standard of practice when he diagnosed PTSD without specifying 
any of the symptoms/criteria necessary for this diagnosis. 

Respondent avers that he learned sufficient medical history from this patient to 
indicate that he suffered from these conditions but acknowledges that documentation 
supporting PTSD was not present. With regard to traumatic arthritis, he believes that the fact 
of an indwelling pin indicates serious trauma with consequent arthritis. 

39, It was established that respondent committed errors and omissions in the care 
and treatment of J.K. in the following respects: 

a. Respondent failed to evaluate J.K.’s reported depression by obtaining a 
psychiatric history and mental status examination. The medical records for 
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J.K. lacked adequate documentation of physical examination, clinical 
findings, vital signs, test results and treatment plan. 

b. Respondent diagnosed J.K. with PTSD without specifying the symptoms 
or criteria requisite to that diagnosis. 

c. Respondent failed to evaluate J.K. for traumatic arthritis by appropriate 
history and examination. 

d. Respondent’s statement that J.K. was under his medical care and 
supervision for treatment of PTSD and traumatic arthritis was false. 

Respondent’s overall treatment of J.K. as above described represented an extreme departure 
from the standard of care. 

Patient D.K. 


40. D.K., a 54 year old female, was seen by respondent on June 27, 1998, with a 

history of stroke and tobacco dependence. Respondent issued a physician’s statement 
representing that D.K. was under his medical care and supervision for brain trauma and 
nicotine dependence. Other than that which was apparent through observation, respondent 
did not conduct an evaluation of her brain trauma nor did he evaluate her tobacco smoking 
addiction. Dr. Duskin opines that the standard of practice when treating symptoms 
associated with prior brain injury is to specifically identify the symptoms, onset, intensity, 
exacerbating and relieving factors, and effectiveness of past treatments. Though cannabis 
might be very effective for symptoms of brain trauma, other psychotropic medications may 
be equally or more effective and the patient needs to be made aware of therapeutic options. 
Dr. Duskin recognizes the value of cannabis being of assistance in a harm reduction 
treatment of nicotine dependence but notes that the standard of practice requires obtaining a 
smoking history (pack years, recent history including attempts to quit, etc.) and discussing 
treatment options. 

Respondent notes that D.K. was specifically seeking recommendation for use of 
medical cannabis that she had found useful for symptoms of organic brain damage she 
suffered at age 21. He observed her peculiar speech patterns, that she was emotionally labile, 
depressed and had difficulty controlling her reactions. Cannabis helped her become less 
agitated and less disorganized. He felt that he was able to adequately evaluate her brain 
injury and determine that it was a serious chronic condition that would be helped by 
cannabis. His response to criticism of his practice regarding evaluation, diagnosis and 
treatment plans is that these were matters beyond his role as a medical cannabis consultant 
and that he had all the information that he needed to determine whether D.K. had a condition 
that would benefit from the use of marijuana. Respondent believed that she would also 
benefit from neuropsychological testing and possible eligibility for public rehabilitation 
programs. He issued a written recommendation for such testing. 
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D.K. returned to see respondent on July 24, 1999, and July 28, 2000, and records 
consist largely of a questionnaire completed by the patient indicating status by checlced 
categories on the form that lumped multiple serious conditions together, 

41. It was established that respondent committed errors and omissions in the care 
and treatment of D.R. in the following respects: 

a. Respondent failed to evaluate D.K.’s brain injury, failed to establish a 
diagnosis of the patient’s condition and failed to develop a treatment plan. 

The medical records for D.K. lacked adequate documentation of 
physical/mental status examination, clinical findings, vital signs, test 
results and treatment plan. 

b. Respondent failed to evaluate D.K.’s nicotine dependency and to document 
her tobacco smoking history. 

c. Respondent failed to conduct an appropriate follow-up evaluation for 
D.K.’s condition and charged for renewal without reexamining her. 

d. Respondent’s statement that D.K. was under his medical care and 
supervision for treatment of brain trauma and nicotine dependence was 
false. 

Respondent’s overall treatment of D.K. as above described represented an extreme departure 
from the standard of care. 

Patient E.K. 

42. Respondent saw E.K., a 49 year old male with complaints of insomnia and back 
pain, on February 17, 1997. He reported that he had a back pain since age 18 secondary to 
scoliosis and that he had been using marijuana to relieve pain symptoms. He also reported a 
history of hypertension. No physical examination is documented and no vital signs were 
recorded. Respondent prescribed Marinol. 

On March 17, 1999, E.K. completed a follow-up questionnaire indicating a desire to 
replace Marinol with crude marijuana. He sought marijuana for conditions of “sleep, 
hypertension, blood pressure, blood sugar, eating.” Respondent charged E.K. $120 and sent 
him a recommendation for the use of marijuana for anxiety disorder and persistent insomnia. 
E.K, contacted respondent in March 2000 and March 2001, and received recommendation 
renewals, all without examination. The recommendations indicated that E.K. was under his 
care and supervision for anxiety disorder, insomnia and essential hypertension, except that 
the 2001 statement omitted the reference to hypertension. No explanation is documented for 
this change. 
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Dr. Duskin notes that the standard of practice for a psychiatrist evaluating a patient 
with these conditions is to evaluate each condition and develop a treatment plan specific to 
each. She opines that his treatment of E.K. constituted an extreme departure from the 
standard of practice because he failed to evaluate the patient insomnia and anxiety in even- a 
basic way - type, severity, duration, accompanying symptoms, exacerbating and alleviating 
factors. He also failed to evaluate the blood sugar and blood pressure complaints, not even 
taking a blood pressure reading or ordering or referring him for appropriate laboratory tests 
that are routine in the evaluation of a hypertensive patient. 

Respondent explains that E.K. sought no more than a cannabis recommendation from 
him, that he conducted a sufficient examination, that he determined that the conditions were 
both serious and chronic and by E.K.’s account relieved by cannabis. He notes that E.K. is a 
Christian Scientist and his personal/religious beliefs precluded him from consultation with 
most physicians. Respondent did not believe he was being consulted for hypertension or 
high blood sugar and notes that they were conditions that were mentioned in passing. Yet, 
respondent listed hypertension as a condition for which E.K. was under his care and 
supervision and that cannabis was recommended for same. 

43. It was established that respondent committed errors and omissions in the care 
and treatment of E.K. in the following respects: 

a. Respondent failed to evaluate E.K.’s hypertension, fluctuating blood sugar 
and complaints of anxiety and insomnia. The medical records for E.K. 
lacked adequate documentation of physical examination, clinical findings, 
vital signs, test results and treatment plan. 

b. Respondent’s statement that E.K. was under his medical care and 
supervision for treatment of anxiety disorder, insomnia and essential 
hypertension was false. 

c. Respondent dropped his diagnosis of essential hypertension without 
documenting normalization of the patient’s blood pressure. 

d. Respondent charged for renewal of recommendation without re-examining 
the patient. 

Respondent’s overall treatment of E.K. as above described represented an extreme departure 
from the standard of care. 

Patient F.K. 

44. Respondent saw F.K., on June 30, 1997, for complaints of alcohol dependency 
and lumbosacral radiculitis. His diagnosis for F.K. was thoracic or lumbosacral neuritis or 
radiculitis, unspecified and alcohol dependence sjmdrome, unspecified. He documented no 
mental status examination, no adequate medical, psychiatric or substance history, no physical 


25 



176 


examination to evaluate the lumbosacral problem and no treatment plan other than to 
discontinue alcohol. Respondent issued a physician’s statement indicating that F.K, was 
under his care and treatment for lumbosacral thoracic radiculitis and alcoholism. Dr. Duskin 
opines that the standard of practice when diagnosing substance abuse or dependence is to' 
document the substance abuse history, psychiatric history, perform a mental status 
examination and perform relevant physical examination and laboratory tests. A treatment 
plan addressing the problem should be stated in the medical record. She notes that 
respondent’s evaluation seemed to consist only of references to three glasses of wine per 
week and this was inadequate. A mental status exam is needed to assess whether there is a 
primary or secondary psychiatric problem associated with the substance abuse. Simply 
informing a patient that he should “stop drinking” is not sufficient treatment. 

Patient F.K. brought with him Veterans Administration (V.A.) medical records to his 
initial interview and they were reviewed by respondent. He Had begun self-medicating with 
marijuana well before this meeting. It eased his back pain. V.A. physicians told him they 
could not recommend medical marijuana but also told him that respondent was an expert. 

F.K. prefers not to use opiates. In the past he drank a six pack and a couple of glasses of 
wine daily after work. He drinks a single glass per day with dinner if he is using marijuana. 
Respondent believes he adequately evaluated F.K.’s drinking problem and that he engaged in 
thorough telephonic interviews for all follow-up evaluations. Telephone contacts were on 
March 5, 1998, November 24, 1998, and July 25, 2001. They typically lasted up to fifteen 
minutes after which a medical cannabis recommendation would be issued. Respondent 
charged F.K. $120 for this service. 

45. It was established that respondent committed errors and omissions in the care 
and treatment of F.K. in the following respects: 

a. Respondent failed to substantiate F.K.’s reported substance abuse problem 
prior to issuing a diagnosis of alcoholism and failed to formulate a 
treatment plan. The medical records for F.K. lacked adequate 
documentation of physical examination, mental status examination, clinical 
findings, vital signs, test results and treatment plan. 

b. Respondent charged for recommendation renewal without conducting an 
examination of the patient. 

Respondent’s overall treatment of F.K. as above described represented an extreme departure 
from the standard of care. 

Patient R.H. 

46. Respondent saw R.H., a 50 year old male with a history of alcoholism and 
alcohol-related cerebellar ataxia on March 26, 1998. He issued a recommendation for 
marijuana for the treatment of “Alcoholic encephalopathy & Recovering alcoholic Insomnia 
& Posttraumatic arthritis.” A follow-up questionnaire dated April 16, 2001 indicated “No 
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Change” on these three diagnoses. Though the patient specified that he drinks up to ten cups 
of coffee daily, there was no comment in the record regarding its relevance to the insomnia 
complaint. The standard of practice for a psychiatrist diagnosing and evaluating insomnia is 
to obtain a full history including onset, type, exacerbating and ameliorating factors, 
medications taken, drugs, caffeine history, etc. The treatment plan should be directed at the 
primary cause of the insomnia, and may include both a pharmacologic and behavioral 
component. Respondent issued a physician’s statement on May 3, 2001, indicating that R.H. 
was under his medical care and supervision for treatment of the serious medical conditions 
insomnia, traumatic arthritis and brain injury an that he recommended and approved his use 
of caimabis for these conditions. The medical record contains no documentation of traumatic 
arthritis. 

47. It was established that respondent committed errors and omissions in the care 
and treatment of R.H. in the following respects: 

a. Respondent failed to evaluate R.H.’s complaints of insomnia or to consider 
standard treatments for its underlying cause. He also failed to evaluate and 
document R.H.’s arthritis. The medical records for R.H. lacked adequate 
documentation of physical examination, clinical findings, vita! signs, test 
results and treatment plan. 

b. Respondent’s statement that R.H. was under his medical care and 
supervision for post traumatic arthritis and chronic insomnia were false. 

Respondent’s overall treatment of R.H. as above described represented an extreme departure 
from the standard of care. 

Patient W.H. 


48. Respondent saw W.H., a 58 year old male with advanced multiple sclerosis, on 
November 1, 1998. W.H. was bedridden and under the care of a conservator who had 
requested respondent’s services. Respondent met with the conservator and then saw W.H. 
for approximately 5 minutes. He obtained virtually no medical or psychiatric history from or 
about W.H. Medical records consist of an eligibility questionnaire partially completed by 
respondent, and several pages of medical records from other practitioners given to 
respondent by the conservator. He performed no physical and no mental status examination. 
He did not discuss the risks and benefits of cannabis with W.H. and documented no 
diagnosis or treatment plan. Respondent noted: “I looked at him and there he was lying in 
bed. . .He looked relatively comfortable. . .he appeared to be clean and appeared to be well- 
cared for, but again, I didn’t lift the covers.” Respondent issued a recommendation stating 
that W.H. was under his medical care and supervision for treatment of Multiple Sclerosis, 
and that he had discussed the medical risks and benefits of caimabis use with W.H. 

Respondent avers that he briefly evaluated W.H. and observed ashtrays full of the 
ends of smoked joints near the bed. He opines that his condition was very serious, chronic 
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and that he attained some relief from cannabis for muscle spasticity and depression. He 
avers that he got W.H. to articulate whether he knew about medical marijuana and was able 
to use it. Respondent believes discussion of the risks with W.H. was irrelevant because he 
had been using it for years. The conservator indicated to respondent that W.H. was deriving 
benefit from its use. 

Dr. Duskin opines that though W.H. had severe difficulties with speech, and likely 
fatigued easily, this did not preclude a mental status examination, an evaluation of the painful 
muscle groups (rigidity, range of motion, etc.) and a focused evaluation of the pain intensity, 
duration, alleviating and exacerbating factors, efficacy of the current medication regimen, 
etc. If changing the dosing of existing medications (Baclofen and Ativan) had been tried in 
the past and was not efficacious, respondent did not document this fact and he was not in a 
position to recommend discontinuation or taper of either drug on a trial basis if either one or 
both were not helpful. 

The standard of practice when a psychiatrist provides a focused consultation is to 
determine if follow-up is necessary, and if so to see the patient in follow-up at an appropriate 
inter\'al, depending upon the diagnosis and severity of the problem. Respondent failed to 
schedule a follow-up appointment at an appropriate interval. For pain management of a 
bedridden patient, planned follow-up in 6 - 12 months is inappropriate. 

49. It was established that respondent committed errors and omissions in the care 
and treatment of W.H. in the following respects: 

a. Respondent failed to adequately evaluate W.H.’s mental status. 

b. Respondent failed to adequately evaluate W.H.’s complaints of pain and 
or muscle spasm. The medical records for W.H. lacked adequate 
documentation of physical examination, clinical findings, vital signs, test 
results and treatment plan. 

c. Respondent failed to evaluate the efficacy of W.H. ’s current medication 
regimen. 

d. Respondent failed to discuss the risks associated with marijuana and 
alternative treatments available to W.H. 

e. Respondent failed to schedule a follow-up appointment for W.H. at an 
appropriate interval. 

f. Respondent’s statement that W.H. was under his medical care and 
supervision for treatment of Multiple Sclerosis, and that respondent had 
discussed the medical risks and benefits of cannabis use with W.H. was 
false. 


28 



179 


Respondent’s overall treatment of W.H. as above described represented an extreme departure 
from the standard of care. 

Undercover Officer 

50. In early 2003, Detective Steve Gossett, lead investigator for the Sonoma 
County Narcotics Task Force, was involved in a marijuana investigation of a couple 
implicated in illegal cultivation. He was provided the telephone number of an Oakland clinic 
where they had intended to obtain a medical marijuana recommendation. Detective Gossett 
made a telephone call to the clinic and made an appointment for himself using the 
undercover name Scott Burris. He went to the clinic, but because there were so many people 
waiting to be seen he paid $50 for a medical priority appointment for the following week. 

He returned to the clinic on February 7, 2003, signed in for an appointment, paid an 
additional $150 and was given a blank questionnaire to complete. He was asked by the 
receptionist to fill out all questions except for his current condition, and was told that “Ben” 
would be helping everyone with this particular section. 

Detective Gossett disregarded instructions and filled in “sleep, stress, shoulder” for 
his current medical condition. A Ben Morgan came to assist him with the form and told him 
that stress was not the best medical condition. When Detective Gossett told him that his 
shoulder hurt, Ben asked him to move his shoulder up and down and then suggested that 
Detective Gossett state on the form that he had a dislocated shoulder. 

Detective Gossett was escorted into a separate room where respondent was sitting 
behind a desk. Respondent reviewed the paperwork and asked him questions about his 
parents’ health, his current medical problems and his stress over a pending criminal case. 
Detective Gossett made up a story about being arrested for possession of 54 grams of 
marijuana. He also told respondent that he did not have a regular doctor and that he was an 
unemployed construction worker. Respondent did not conduct any type of physical 
examination. He did not ask which shoulder had been injured. 

Respondent observed that Detective Gossett’s complexion was coarse and somewhat 
puffy, suggesting to him that he had a drinking problem, although he stopped short of 
diagnosing alcoholism. Respondent did advise him not to drink so much alcohol and 
suggested physical therapy. He issued a medical caimabis recommendation that indicated 
that Scott Burris (Detective Gossett) was under his medical care and supervision for 
treatment of serious medical conditions. The entire session lasted 10 to 15 minutes. 
Following the visit with respondent, Detective Gossett returned to the waiting area and was 
told to go to the Oakland Cannabis Club to obtain an identification card and that he and 
others were now “all legal” and could grow marijuana for sale to the different clubs. Ben 
Morgan advised the group to stick around for a “special treat” and Detective Gossett was 
given a bag of marijuana by an unknown female. 

5 1 . Respondent contends that Detective Gossett’s law enforcement bias from past 
participation on a DEA task force, his prior statements that respondent was a “quack”, his 
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failure to wear a wire and his inconsistent statements all combine to make him a highly 
biased witness whose testimony should be discredited. Respondent notes that his 
overwhelming observation of Detective Gossett was that of a person with a serious drinking 
problem whose chronic shoulder pain had benefited from his alleged cannabis use and that 
respondent acted sincerely after performing a good faith medical examination. He 
acknowledges that he did not perform a physical examination. Respondent felt that 
marijuana would help ease his anxiety and his abuse of alcohol could be avoided. 
Respondent’s challenge of Detective Gossett’s credibility is somewhat moot because he does 
not dispute what occurred during the course of the medical interview itself. Their accounts 
differ only in terms of the length of the evaluation, respondent recalling that it was 20 
minutes. 

Respondent avers that he had no role in setting up the protocols and procedures 
followed at the Oakland Clinic. He was not the medical director and he had no authority to 
hire or supervise staff. He did not own or lease the property. He characterizes his position as 
that of an independent contractor there for the specific purpose of performing clinical 
evaluations. He was paid cash, $150 per patient seen. The medical records were his and 
they went home with him. Respondent had no role or knowledge of Ben Morgan’s role in 
helping patients prepare questionnaires and he was unaware that cannabis samples were 
being given away on the premises. Ben Morgan had asked respondent to participate in a 
number of different clinics. Respondent does not know if Ben Morgan had any health or 
medical license and he does not know if any other physicians worked out of the clinic. 
Respondent made no inquiries into whether the owners of the clinic were non-physicians and 
he is apparently unaware of laws governing physician practice under non-physicians. He 
avers that he did not view the clinic as carrying out full medical functions because it was a 
consultative venue as opposed to a medical clinic per se. 

52. It was established that respondent committed errors or omissions in the care and 
treatment and interaction with an undercover officer in the following respects: 

a. Respondent recommended treatment to the officer without conducting a 
physical examination. He undertook minimal effort to determine whether 
the officer was in fact suffering from any physical ailment or condition. 

The medical records for Detective Gossett lacked adequate documentation 
of physical examination, clinical findings, vital signs, test results and 
treatment plan. 

b. Respondent failed to provide follow-up or referral for the stated 
complaints. 

c. Respondent’s statement that the patient was under his medical care and 
supervision for treatment of a serious condition diagnosed after review of 
available records and in person medical examination was false. 
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Respondent’s overall treatment of Detective Gossett as above described represented an 
extreme departure from the standard of care. 

By virtue of his position as the physician practicing at the clinic, respondent assumed 
shared responsibility for the actions of the clinic facilitator/receptionist (Ben Morgan) in 
exaggerating information regarding patient medical conditions and for dispensation of 
marijuana on the premises. However, it was not established that respondent was aware of 
any of these practices. Whether respondent’s license should be subject to disciplinary action 
for the acts of Ben Morgan is reserved for discussion in the Legal Conclusions section. 

Cost Recovery 

53. The Board has incurred the following costs in connection with the investigation 
and prosecution of this case; 

Medical Board of California Investigative Services 


Year 

Hours’ 

Hourlv Rate 

Charges 

1999 

4 

103.07 

$ 412.28 

2000 

234 

109.93 

25,723.62 

2001 

52 

110.84 

5,763.68 

2002 

78 

110.84 

8,645.52 


An additional 61 hours @ $100 were spent by medical experts for reviewing and 
evaluating case-related materials, report writing, hearing preparation and examinations. 

Board investigative costs total $46,645.16. 

Attorney General Costs 

The costs of prosecution by the Department of Justice for Deputy Attorneys General 
Jane Zack Simon and Lawrence A. Mercer total $23,608, and $30,884, respectively. The 
declarations of both have been reviewed and the time and charges are found to be in 
reasonable performance of tasks necessary for the prosecution of this case.* Investigative and 
prosecution costs total $101,137. 


’ Approximately 27 hours were spent conducting interviews, 53 hours for record review, 53 hours for travel, 173 
hours on report writing and 62 hours on telephone, subpoena service, court, meetings with the Attorney General and 
Medical Consultant. 

* Though a breakout of hours for each task was not provided cost certifications detailed tasks including 1) 
conducting an initial case evaluation, 2) obtaining, reading and reviewing the investigative material and requesting 
further investigation, as needed; 3) drafting pleadings, subpoenas, correspondence, memoranda, and oflier case- 
related documents; 4) researching relevant points of law and fact; 5) locating and interviewing witnesses and 
potential witnesses; 6) consulting and/or meeting with colleague deputies, supervisory staff, experts, client staff, and 
investigators; 7) communicating and corresponding with respondent’s counsel; 8) providing and requesting 
discovery; 9) preparing for and attending trial setting, status, prehearing and settlement conferences, as required, and 
10) preparing for hearing. 
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LEGAL CONCLUSIONS 


Immunity 

1 . Respondent contends that the Compassionate Use Act of 1 996 confers absolute 
immunity upon a licensed physician who recommends medical marijuana. He relies upon 
Health and Safety Code section 1 1362.5, subdivision (c), which provides: 

Notwithstanding any other provision of law, no physician in this state shall be 

punished, or denied any right or privilege, for having recommended marijuana 

to a patient for medical purposes. 

Respondent believes that his medical marijuana recommendations should be protected 
by the “absolute immunity” afforded under section 1 1362.5. tie asserts that California law 
enforcement officials from various jurisdictions began bringing complaints against him to the 
Board based almost entirely on their own failed prosecutions of various medical marijuana 
patients and that no patient has initiated or joined a complaint against respondent. He 
suggests that this action is politically motivated by law enforcement officials who are now 
working in tandem with the Board to circumvent Proposition 215, along with other 
protections afforded him and his patients under the First Amendment and patient 
confidentiality laws. 

Complainant characterizes this case as having “virtually nothing to do with medical 
marijuana” and notes that Board medical expert Dr. Duskin was not even critical of the 
recommendation, or use, of marijuana medicinally. Rather, complainant’s criticism is 
leveled at respondent’s alleged failure in virtually every case to examine the patient, to 
obtain a history, to perform an appropriate work up of the patient’s symptoms and findings, 
or to follow up with or monitor the patients. 

2. Respondent contends that by its use of the term “notwithstanding any other 
provision of law,” a legal term of art, the Compassionate Use Act confers absolute immunity 
of doctors for their actions related to recommending or approving medical marijuana. He 
notes that conduct necessary to perform the immunized act falls within the scope of the grant 
of immunity and is thus not subject to Board discipline. Specifically, he argues that a doctor 
must always take some action attendant upon approving or recommending medical marijuana 
and that recognizing immunity for the approval or recommendation, but not the approving or 
recommending, is logically impossible, and legally unsupportable. Complainant would 
instead draw a clear distinction between the physician’s recommendation, and the process by 
which that recommendation was reached. 

Generally, decisions about when, where or how to carry out the immunized act is 
conduct that comes within the privilege because the methods of doing the immunized act are 
typically matters so intimately linked to the immunized act itself “that they are within the 
scope of the privilege.” (Katsaris v. Cooi (1986) 180 Cal.App.3d 256, 266-261 ■, Scozzafava 
V. Lieb (1987) 190 Cal.App.3d 1575.) Both Katsaris and Scozzafava considered a statute 
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that immunized the killing of dogs trespassing on the property of livestock owners. In 
Scozzafava, a chicken farmer’s employee wounded a dog that was attacking the fanners’ 
chickens. The dog returned to its owner, who then brought the dog to a veterinarian. The 
dog later bit a veterinary assistant as she was attempting to pick it up. The veterinary 
assistant brought a negligence action against the chicken farmer, who raised the immunity 
statute as a defense. In construing the immunity rather broadly to bar the claim the Court of 
Appeal held: 

The context of Katsaris makes it clear that the test of acts or conduct 
"necessary to the killing" is not rigidly limited to such obvious incidents as 
loading and aiming, but is instead generously construed so as to reach 
categories of specific decisions pertaining to more general areas such as 
employment practices, business policies, and most manner of matters 
concerning firearms. These are precisely the issues for which plaintiff seeks to 
impose liability on defendant. Just as we did in Katsaris, we hold that these 
acts and omissions constitute decisions necessary to the exercise of the 
privilege to kill. 

{Scozzafava v. Lieb, supra, 190 Cal.App.3d at 1581.) 

Respondent contends that every single fact relied upon by the Board refers to the 
methods by which he went about recommending or approving the use of marijuana, and 
nothing more. He believes that the Board has no jurisdiction or authority to discipline, or 
even investigate him for the methods by which he recommended medical marijuana because 
such matters are shielded by absolute immunity, 

3. Immunity statutes, like privileges, are either absolute or conditional. Absolutely 
privileged conduct does not permit any remedy by way of a civil action, regardless of 
whether or not the privileged conduct was undertaken in bad faith or with malice. {Saroyan 
V. Burkett {1962) 57 Cal.2d 706, 708) A qualified or conditional privilege protects the actor 
only if he or she acts for the purpose of advancing or protecting the interest which the 
privilege seeks to protect. “Thus, under a qualified privilege an actor may be liable for 
conduct which he undertakes with an improper motive. Likewise a qualified privilege may 
be lost if the actor engages in conduct outside the scope of the privilege, thus ‘abusing’ it.” 
{Katsaris v. Cook, supra, 180 Cal.App.3d at 265.) To determine the scope of privilege the 
analytical model adopted by courts in defamation cases has been applied to immunity 
statutes, incorporating a two step analysis. {Id. at p. 266.) First, what is the policy rationale 
which underlies the privilege? Second, does that policy justify applying the privilege to this 
particular conduct? ( Ibid.', Bradley v. Hartford Acc. & Indem. Co. (1973) 30 Cal,App.3d 
818, 824.) 

In this case the immunity afforded physicians under Health and Safety Code section 
1 1362,5 does appear to be conditional. The language of the Compassionate Use Act is 
instructive in this regard. Subdivision (b)(2) provides that “Nothing in this section shall be 
construed to supersede legislation prohibiting persons from engaging in conduct that 
endangers others, nor to condone the diversion of marijuana for nonmedical purposes.” One 
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of the Act’s purposes is to ensure that seriously ill Californians have the right to obtain and 
use marijuana for “medical purposes” and “where that medical use is deemed appropriate , 
and has been recommended by a physician who has determined that the person’s health 
would benefit from the use of marijuana.” Yet, the Act also expressly affirms public policy 
against conduct that endangers others or the diversion of marijuana for nonmedical purposes. 
It is left for the physician, as gatekeeper, to ensure that marijuana is used for “medical 
purposes” to benefit the seriously ill. Under these circumstances it is presumed that 
physicians who recommend marijuana under the Act will follow accepted medical practice 
standards and make good faith recommendations based on honest medical judgments. 

{Conant v. McCaffrey (2000 WL 1281174) Complainant correctly notes that to hold 
otherwise and to extend absolute immunity to physicians would allow them to simply issue 
marijuana recommendations without the exercise of sound medical judgment and with no 
oversight. 

4. The primary function of the Board is protection of the public. (Bus. & Prof. 
Code, § 2229, subd. (a).) The various provisions of the Medical Practice Act dealing with 
physician misconduct are designed to promote public safety by ensuring that the standards of 
practice for physicians are maintained and enforced. The language of the Compassionate 
Use Act does not conflict with these goals. Thus, the immunity afforded physicians who 
recommend marijuana to patients for medical purposes provides that they may not be 
punished, or denied any right or privilege, for having made that recommendation. However, 
it does not exempt them from standards or regulations generally applicable to physicians, 
including those that govern the manner or process by which the physician’s recommendation 
was reached. ’ Judge Kozinski reached the same conclusion in contemplating the role of the 
physician in determining legal and illegal marijuana use under the Compassionate Use Act; 

[Djoctors are performing their normal function as doctors and, in so doing, are 
determining who is exempt from punishment under state law. If a doctor 
abuses this privilege by recommending marijuana without examining the 
patient, without conducting tests, without considering the patient's medical 
history or without otherwise following standard medical procedures, he will 
run afoul of state as well as federal law. But doctors who recommend medical 
marijuana to patients after complying with accepted medical procedures are 
not acting as drug dealers; they are acting in their professional role in 
conformity with the standards of the state where they are licensed to practice 
medicine. 

(Conant v. Walters (2002) 309 F.3d 629, 647.) 


^ That respondent also has a First Amendment right to recommend medical marijuana to his patients is undisputed. 
{Conant v. IValters (2002) 309 F.3d 629.) The Board has not imposed any content-based restrictions on his speech 
and he is able to communicate freely, candidly and meaningfully with his patients and to offer sincere medical 
judgments about the pros and cons of medical marijuana. For these reasons respondent’s First Amendment 
challenge to the Board’s action is overmled. 
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Application of Business and Professions Code Section 2242 

5. Respondent contends that he did not “prescribe” marijuana and for that reason he 
cannot be held accountable for his failure to conduct a prior good faith examination nor for 
his failure to determine that a medical indication existed for treatment recommended by him. 
Business and Professions Code section 2242 provides that it is unprofessional conduct for a 
physician to prescribe, dispense or furnish drugs without a good faith prior examination and 
medical indication therefore. Respondent did not “prescribe” marijuana because one cannot 
prescribe a Schedule I controlled substance, (Health & Saf. Code, § 11054, subd. (d)(13).) 
Yet, the standard for prescribing cannot be distinguished from the standard of practice which 
proscribes recommending any other treatment without examination or medical work-up and 
the standard of practice is no different for “recommending” or “approving” marijuana than it 
is for prescribing any other medication. Section 2242 is intended to prevent persons from 
obtaining dmgs that are “unsafe for self-use” unless and until a physician has conducted a 
medical examination and has verified that a valid medical indication for administration of the 
drug exists. (See also Bus. & Prof. Code, § 4022.) Moreover, the term “furnish” has been 
given a broad reading, in keeping with the purpose of the statutes in which it is used, to 
include any means by which an unauthorized person comes into possession of a dangerous 
drug. This would surely include coming into possession of medical cannabis following a 
physician’s recommendation. 

The physician is the gatekeeper whose professional responsibility it is to insure that 
patients are not inappropriately self-medicating with dangerous drugs. That was the intent in 
enacting Health and Safety Code section 1 1362.5: 

To ensure that seriously ill Californians have the right to obtain and use 
marijuana for medical purposes where that medical use is deemed 
appropriate and has been recommended by a physician who has 
determined that the person’s health would benefit from the use of 
marijuana ... 

[emphasis added.] 

Therefore, a physician’s professional responsibility under Business and Professions 
Code section 2242 requires the doctor to first conduct a good faith medical examination and 
determine that a medical indication exists before recommending medical cannabis. The 
standard for “prescribing” is not different than that for “recommending” or “approving” the 
use of marijuana. 


’°Thus, the provisions of the Controlled Substances Act (Health & Saf, Code, §11000 etseq.) are parallel to section 
2242 and treat the “fumtsbing” of a drug the same as the “prescribing” of a drug. For exanple, section 11153 
provides that a “prescription” for a controlled substance may issue only for a legitimate purpose and similarly 
section 1 1153. 5 prohibits “fVimishing” except for a legitimate medical purpose. 
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Standard of Practice 


6. The standard of practice for conducting a medical cannabis evaluation is as set 
forth in Finding 16. It is identical to that followed by physicians in recommending any other 
treatment or medication and it applies regardless of whether the physician is acting as a 
treating or as a consulting physician. Although focused on the patient’s complaints, the 
evaluation does not disregard accepted standards of medical responsibility. These standards 
include history and physical examination of the patient; development of a treatment plan 
with objectives; provision of informed consent; and periodic review of the treatment’s 
efficacy. When a cannabis recommendation is being made for a psychiatric condition the 
examination would additionally entail a mental status examination. In such cases a physical 
examination might not be included, or might only include a limited physical examination 
appropriate to the clinical situation. In sum, the standard of practice for a physician 
recommending marijuana to a patient is the same as that for recommending any other 
treatment or medication. 

The standard of practice requires that the evaluation be supported by adequate 
documentation. That documentation must reflect the physician’s initial history and 
physical/mental status exam, evaluation of each condition in question and a diagnosis and/or 
differential diagnosis. A physician must document pertinent physical and/or psychiatric 
findings, referrals, a treatment plan and follow-up. Business and Professions Code section 
2266 provides that “[t]he failure of a physician and surgeon to maintain adequate and 
accurate records relating to the provision of services to their patients constitutes 
unprofessional conduct.” 

Disciplinary Grounds 

7. Under Business and Professions Code section 2234 the Division of Medical 
Quality shall take action against any licensee who is charged with unprofessional conduct. 
Unprofessional conduct includes gross negligence, repeated acts of negligence, 
incompetence and the commission of any act involving dishonesty or corruption which is 
substantially related to the qualifications, functions or duties of a physician and surgeon. 

(Bus. & Prof. Code, § 2234, subds. (b)-(e).) 

8. Cause for disciplinary action exists under Business and Professions Code section 
2234, subdivision (b), by reason of the matters set forth in Findings 17, 21, 23, 25, 27, 28, 

30, 32, 35, 37, 39, 41, 43, 45, 47, 49 and 52. Respondent’s errors and omissions in 
connection with his care and treatment of sixteen patients and the undercover officer 
constituted gross negligence. 

9. Cause for disciplinary action exists under Business and Professions Code section 
2234, subdivision (c), by reason of the matters set forth in Findings 17, 21, 23, 25, 27, 28, 30, 
32, 35, 37, 39, 41, 43, 45, 47, 49 and 52. Respondent’s errors and omissions in connection 
with his care and treatment of sixteen patients and the undercover officer constituted 
repeated negligent acts. 
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10. No cause for disciplinary action exists under Business and Professions Code 
section 2234, subdivision (d), by reason of the matters set forth in Finding 4. The above 
described errors and omissions do not reflect respondent’s incompetence, but rather choices 
consistent with his belief that a different standard was applicable to the evaluation of patients 
for purposes of medical cannabis recommendations. Incompetence generally is defined as a 
lack of knowledge or ability in the discharging of professional obligations and it often results 
from a correctable fault or defect. {James v. Board of Dental Examiners (1985) 172 
Cal.App.3d 1096, 1 109.) There are no apparent deficits in his education, knowledge, 
training, or skills as a physician. He is clearly capable of observing standard medical 
evaluation protocols for history, physical and mental status examination, development of a 
treatment plan, informed consent and follow up or referral. He has also demonstrated that he 
can maintain proper records when he chooses to do so. 

11. No cause for disciplinary action exists under Business and Professions Code 
section 2234, subdivision (e), by reason of the matters set forth in Finding 52. It was not 
established that respondent had any awareness of the activities of Ben Morgan, an element 
necessary to a finding that he committed an act involving “dishonesty or corruption” under 
this particular subdivision. Generally, a licensee is responsible for the acts of agents, 
whether independent contractors or employees, acting in the course of the licensee’s 
business. This is true even when the licensee does not have actual knowledge of the agent’s 
activities. Thus, a licensee was charged with submitting false statements in MediCal billings 
that were done through an office manager without his review, and a pharmacist may be 
disciplined by the pharmacy board for the unlawful acts of his employee for illegally filling 
prescriptions. {Heisenberg v. Myers (1983) 148 Cal.App.3d 814, 824; Arenstein v. State 
Board of Pharmacy {196%) 2(>5 Cal.App.2d 179, 192.) But even where respondent is 
ultimately responsible for the actions of agents, it does not also follow that he engaged in 
unprofessional conduct. Unprofessional conduct under section 2234, subdivision (e) 
contemplates more than vicarious liability for the actions of an agent and a licensee should 
not be found to have engaged in unprofessional conduct unless directly implicated for 
committing acts involving “dishonesty or corruption.” A violation of this subdivision (e) 
should be based upon findings of respondent’s own acts of dishonesty or corruption, or on 
such acts by those working for him of which he had personal knowledge and which he 
Actually ratified. ’ ' That is not the case here. 

12. Cause for disciplinary action exists under Business and Professions Code 
section 2242, by reason of the matters set forth in Findings 17, 21, 23, 25, 27, 28, 30, 32, 35, 
37, 39, 41, 43, 45, 47, 49 and 52. Respondent recommended and approved the use of 
marijuana, a controlled substance, without conducting a prior good faith examination. 
Section 2242 is determined to be controlling, notwithstanding its reference to “prescribing, 
dispensing, or furnishing dangerous drugs.” (See Legal Conclusion 5.) 


See also /flmes v. Board of Dental Examiners, supra, 172 Cai.App.3dat i 110, where die Court of Appeal noted: 
“An important factor in our review is that any attack to revoke the personal license to practice dentistry of Dr. James 
of course must be based upon findings of his own acts of misfeasance, or on such acts by those working with him of 
which he had personal knowledge and which he actually ratified." 
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13. Cause for disciplinary action exists under Business and Professions Code 
section 2266, by reason of the matters set forth in Findings 17, 21, 23, 25, 27, 28, 30’, 32, 35, 
37, 39, 41, 43, 45, 47, 49 and 52. Respondent failed to maintain adequate and accurate 
records relating to the provision of services to his patients. 

14. Cost Recovery . Under Business and Professions Code section 125.3 the Board 
may request the administrative law judge to direct any licentiate found to have committed a 
violation or violations of the licensing act to pay the Board a sum not to exceed the 
reasonable costs of the investigation and enforcement of the case. Requested costs total 
$101,137. (See Finding 53.) 

The Board must not assess the full costs of investigation and prosecution when to do 
so will unfairly penalize a licensee who has committed some misconduct, but who has used 
the hearing process to obtain dismissal of other charges or a reduction in the severity of the 
discipline imposed. The Board must consider the licensee's "subjective good faith belief in 
the merits of his or her position" and whether the licensee has raised a "colorable challenge" 
to the proposed discipline. {Zuckerman v. Board of Chiropractic Examiners (2002) 29 
Cal.4th 32, 45.) Such factors have been considered in this matter. 

This is a case of first impression. The scope of physician immunity under Health and 
Safety Code section 1 1362.5 and other legal issues had not been considered previously and 
required greater time and preparation on the part of complainant. Respondent should not 
bear the full burden of such costs. The Board acknowledged in its own policy statement on 
Proposition 2 1 5 that there was “a great deal of confusion concerning the role of physicians 
under this law” and following passage of the Compassionate Use Act there was uncertainty 
over what protocols physicians should follow in making medical cannabis recommendations. 
Some uncertainty persisted, notwithstanding the Board’s January 1997 policy statement. 
There was credible testimony that among the handful of physicians who consult regularly on 
medical cannabis issues there was no uniform agreement on practice standards. Respondent 
had a good faith belief in the metits of his position and he raised a colorable challenge, 
factually and legally, to accusation allegations. He successfully defended allegations against 
him based upon incompetence, dishonesty or corruption. An adjustment of approximately 25 
percent would fairly and equitably accounts for these several factors. Accordingly, 
reasonable investigation and prosecution costs are adjusted to $75,000. 

15. Other Considerations . The protection of the public is the Board’s highest 
priority. Yet, in determining appropriate disciplinary action and in exercising disciplinary 
authority the Board shall, whenever possible, “take action that is calculated to aid in the 
rehabilitation of the licensee.” (Bus. & Prof Code, § 2229.) This includes ordering 
restrictions as are indicated by the evidence. Respondent’s competence was really not at 
issue in this case. He understands what the traditional medical examination model entails. 
He has applied it when patients have been evaluated for reasons outside his focused medical 
cannabis consultation model and indeed, when Dr. Dusldn was asked to review nine of 
respondent’s inpatient case files, she found all to be within the standard of care. In a few 
cases she determined his care to be excellent. He is clearly capable of observing standard 
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medical evaluation protocols for history, physical and mental status examination, 
development of a treatment plan, informed consent and follow up or referral. He has- also 
demonstrated that he can maintain proper records in such cases. Dishonesty or corruption 
allegations against respondent were not sustained. 

Respondent strongly believed that Proposition 215 contemplated something very 
different than the traditional medical examination model. Such beliefs were based upon his 
active involvement in efforts to legalize marijuana for medical purposes and his own good 
faith interpretation of Proposition 215. This, combined with his practice experience as a 
medical cannabis consultant, resulted in rather rigid yet consistent adherence to the more 
focused medical cannabis consultation model. He did so even after he was on notice of the 
accusation allegations. The question now is whether he is willing and able to set aside these 
very strong views regarding the type of examination he feels is necessary to support a 
medical cannabis recommendation and comply with traditional medical examination 
standards. Complainant characterizes respondent as “obviously intransigent” and is 
concerned that this will impede not only his ability to successfully complete probation, but 
the Board’s ability to adequately supervise and monitor his activities. Respondent should 
only be placed on probation if there is a reasonable likelihood that he will conform his 
practice to acceptable standards, and if he can reasonably be expected to abide by necessary 
practice restrictions and oversight. Respondent has certainly been a forceful advocate for his 
approach throughout the investigation, prosecution and hearing of this case. He has raised 
colorable factual and legal defenses to accusation allegations and several first impression 
issues were considered in this case. Importantly, he has indicated that he would be willing to 
conform his practices if required and it is not unreasonable to expect that he will do so. He 
should be given that opportunity. 

It would therefore not be contrary to the public interest to place respondent on 
probation at this time. One of the conditions should include appointment of a practice 
monitor and the development of a monitoring plan. Respondent has suggested that if 
his practice were monitored or supervised by a physician who was not a medical 
cannabis consultant he would “reject” it. This is a case where compliance can best 
be ensured through a physician monitor/supervisor approved by the Board. This 
physician monitor may be a medical cannabis consultant, but this is certainly not a 
necessary requirement. The Bocird normally allows licensees, in lieu of having a 
practice monitor, to participate in a professional enhancement program equivalent to 
the one offered by the Physician Assessment and Clinical Education (PACE) Program 


Respondent’s failure to conform his behaviors after he was on notice that the Board took issue with his evaluation 
process and his lack of medical documentation is troubling, but it is countered somewhat by his sincere belief that he 
was breaking new ground in setting standards under Proposition 215 for recommending and approving medical 
cannabis. He has also persisted in his belief that this case has been driven from the start by federal and state 
government officials opposed to Proposition 215. 

Respondent’s own expert, also a medical cannabis consultant, documents all medical cannabis evaluations and 
conducts a good faith examination that is identical to any other medical evaluation, he performs. He does so 
consistent with his philosophy of practicing excellent medicine in ail cases. If a medical cannabis consultant such as 
Dr. Denney performs the same medical evaluation for all patients, then it should really make no difference whether a 
physician assigned to monitor respondent’s practice is also a medical cannabis consultant. 
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at the University of California, San Diego School of Medicine, that includes, at 
minimum, quarterly chart review, semi-annual practice assessment, and semi-annual' 
re-view of professional growth and education. While respondent may opt to 
participate in program such as PACE, it remains critical that an approved practice 
monitor be in place to monitor his practice. Participation in PACE should not be done 
in lieu of having a practice monitor. 


ORDER 

Physician’s and Surgeon’s Certificate No. G-9124 issued to respondent Tod H. 
Mikuriya, M.D. is revoked pursuant to Legal Conclusions 8, 9, 12 and 13, separately and for 
all of them. However, revocation is stayed and respondent is placed on probation for five (5) 
years upon the following terms and conditions: 

1. Monitoring of Practice . Within 30 calendar days of the effective date of 
this Decision, respondent shall submit to the Division or its designee for prior 
approval as a practice monitor, the name and qualifications of one or more 
licensed physicians and surgeons whose licenses are valid and in good 
standing, and who are preferably American Board of Medical Specialties 
(ABMS) certified. A monitor shall have no prior or current business or 
personal relationship with respondent, or other relationship that could 
reasonably be expected to compromise the ability of the monitor to render fair 
and unbiased reports to the Division, including but not limited to any form of 
bartering, shall be in respondent’s field of practice, and must agree to serve as 
respondent’s monitor. Respondent shall pay all monitoring costs. 

The Division or its designee shall provide the approved monitor with copies of 
the Decision and Accusation, and a proposed monitoring plan. Within 15 
calendar days of receipt of the Decision, Accusation, and proposed monitoring 
plan, the monitor shall submit a signed statement that the monitor has read the 
Decision and Accusation, fully understands the role of a monitor, and agrees 
or disagrees with the proposed monitoring plan. If the monitor disagrees with 
the proposed monitoring plan, the monitor shall submit a revised monitoring 
plan with the signed statement. 

Within 60 calendar days of the effective date of this Decision, and continuing 
throughout probation, respondent’s practice shall be monitored by the 
approved monitor. Respondent shall make all records available for immediate 
inspection and copying on the premises by the monitor at all times during 
business hours and shall retain the records for the entire term of probation. 

The monitor shall submit a quarterly written report to the Division or its 
designee which includes an evaluation of respondent’s performance, indicating 
whether respondent’s practices are within the standards of practice of medicine 
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or billing, or both, and whether respondent is practicing medicine safely, 
billing appropriately or both. 

It shall be the sole responsibility of respondent to ensure that the monitor 
submits the quarterly written reports to the Division or its designee within 10 
calendar days after the end of the preceding quarter. 

If the monitor resigns or is no longer available, respondent shall, within 5 
calendar days of such resignation or unavailability, submit to the Division or 
its designee, for prior approval, the name and qualifications of a replacement 
monitor who will be assuming that responsibility within 1 5 calendar days. If 
respondent fails to obtain approval of a replacement monitor within 60 days of 
the resignation or unavailability of the monitor, respondent shall be suspended 
from the practice of medicine until a replacement monitor is approved and 
prepared to assume immediate monitoring responsibility. Respondent shall 
cease the practice of medicine within 3 calendar days after being so notified by 
the Division or designee. 

Failure to maintain all records, or to make all appropriate records available for 
immediate inspection and copying on the premises, or to comply with this 
condition as outlined above is a violation of probation. 

2. Notification . Prior to engaging in the practice of medicine respondent 
shall provide a true copy of the Decision and Accusation to the Chief of Staff 
or the Chief Executive Officer at every hospital where privileges or 
membership are extended to respondent, at any other facility where respondent 
engages in the practice of medicine, including all physician and locum tenens 
registries or other similar agencies, and to the Chief Executive Officer at every 
insurance carrier which extends malpractice insurance coverage to respondent. 
Respondent shall submit proof of compliance to the Division or its designee 
within 15 calendar days. This condition shall apply to any change in hospitals, 
other facilities or insurance carrier. 

3. Supervision of Physician Assistants . During probation, respondent is 
prohibited from supervising physician assistants. 

4. Obey All Laws . Respondent shall obey all federal, state and local laws, 
all rules governing the practice of medicine in California and remain in full 
compliance with any court ordered criminal probation, payments, and other 
orders. 

5. Quarterly Declarations . Respondent shall submit quarterly declarations 
under penalty of peijury on forms provided by the Division, stating whether 
there has been compliance with all the conditions of probation. Respondent 
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shall submit quarterly declarations not later than 10 calendar days after the end 
of the preceding quarter. 

6. Probation Unit Compliance . Respondent shall comply with the 
Division’s probation unit. Respondent shall, at all times, keep the Division 
informed of respondent’s business and residence addresses. Changes of such 
addresses shall be immediately communicated in writing to the Division or its 
designee. Under no circumstances shall a post office box serve as an address 
of record, except as allowed by Business and Professions Code section 

202 1 (b). Respondent shall not engage in the practice of medicine in 
respondent’s place of residence. Respondent shall maintain a current and 
renewed California physician’s and surgeon’s license. 

Respondent shall immediately inform the Division or its designee, in writing, 
of travel to any areas outside the jurisdiction of California which lasts, or is 
contemplated to last, more than thirty (30) calendar days. 

7. Interview with the Division or Its Designee . Respondent shall be 
available in person for interviews either at respondent’s place of business or at 
the probation unit office, with the Division or its designee upon request at 
various intervals and either with or without prior notice throughout the term of 
probation. 

8. Residing or Practicing Out-of-State . In the event respondent should leave 
the State of California to reside or to practice respondent shall notify the 
Division or its designee in writing 30 calendar days prior to the dates of 
departure and return. Non-practice is defined as any period of time exceeding 
thirty calendar days in which respondent is not engaging in any activities 
defined in sections 205 1 and 2052 of the Business and Professions Code. 

All time spent in an intensive training program outside the State of California 
which has been approved by the Division or its designee shall be considered as 
time spent in the practice of medicine within the State. A Board-ordered 
suspension of practice shall not be considered as a period of non-practice. 
Periods of temporary or permanent residence or practice outside California 
will not apply to the reduction of the probationary term. Periods of temporary 
or permanent residence or practice outside California will relieve respondent 
of the responsibility to comply with the probationary terms and conditions 
with the exception of this condition and the following terms and conditions of 
probation: Obey All Laws; Probation Unit Compliance; and Cost Recovery. 

Respondent’s license shall be automatically cancelled if respondent’s periods 
of temporary or permanent residence or practice outside California totals two 
years. However, respondent’s license shall not be cancelled as long as 
respondent is residing and practicing medicine in another state of the United 
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States and is on active probation with the medical licensing authority of that 
state, in which case the two year period shall begin on the date probation is . 
completed or terminated in that state. 

9. Failure to Practice Medicine - California Resident . In the event 
respondent resides in the State of California and for any reason respondent 
stops practicing medicine in California, respondent shall notify the Division or 
its designee in writing within 30 calendar days prior to the dates of non- 
practice and return to practice. Any period of non-practice within California, 
as defined in this condition, will not apply to the reduction of the probationary 
term and does not relieve respondent of the responsibility to comply with the 
terms and conditions of probation. Non-practice is defined as any period of 
time exceeding thirty calendar days in which respondent is not engaging in any 
activities defined in sections 2051 and 2052 of the Business and Professions 
Code, 

All time spent in an intensive training program which has been approved by 
the Division or its designee shall be considered time spent in the practice of 
medicine. For purposes of this condition, non-practice due to a Board-ordered 
suspension or in compliance with any other condition of probation, shall not 
be considered a period of non-practice. 

Respondent’s license shall be automatically cancelled if respondent resides in 
California and for a total of two years, fails to engage in California in any of 
the activities described in Business and Professions Code sections 2051 and 
2052. 

10. Violation of Probation . Failure to fully comply with any term or 
condition of probation is a violation of probation. If respondent violates 
probation in any respect, the Division, after giving respondent notice and the 
opportunity to be heard, may revoke probation and carry out the disciplinary 
order that was stayed. If an Accusation, or Petition to Revoke Probation, or an 
Interim Suspension Order is filed against respondent during probation, the 
Division shall have continuing jurisdiction until the matter is final, and the 
period of probation shall be extended until the matter is final. 

1 1 . Cost Recovery . Within 90 calendar days from the effective date of the 
Decision or other period agreed to by the Division or its designee, respondent 
shall reimburse the Division the amount of $75,000 for its investigative and 
prosecution costs. The filing of bankruptcy or period of non-practice by 
respondent shall not relieve the respondent his obligation to reimburse the 
Division for its costs. 

12. License Surrender . Following the effective date of this Decision, if 
respondent ceases practicing due to retirement, health reasons or is otherwise 
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unable to satisfy the terms and conditions of probation, rt-ipondeut may 
request the voluntary surrender of respondent’s license. The Division reserves 
the right to evaluate respondent’s request and to exercise its discretion whether 
or not to grant the request, or to take any other action deemed appropriate and 
reasonable under the circumstances. Upon formal acceptance of the surrender, 
respondent shall within 15 calendar days deliver respondent’s wallet and wall 
certificate to the Division or its designee and respondent shall no longer 
practice medicine. Respondent will no longer be subject to the terms and 
conditions of probation and the surrender of respondent’s license shall be 
deemed disciplinary action. 

If respondent re-applies for a medical license, the application shall be treated 
as a petition for reinstatement of a revoked certificate. 

13. Probation Monitoring Costs . Respondent shall pay the costs associated 
with probation monitoring each and every year of probation, as designated by 
the Division, which may be adjusted on an annual basis. Such costs shall be 
payable to the Medical Board of California and delivered to the Division or its 
designee no later than January 31 of each calendar year. Failure to pay costs 
within 30 calendar days of the due date is a violation of probation. 

14. Completio n of Probation . Respondent shall comply with all financial 
obligations (e.g,, cost recovery, restitution, probation costs) not later than 120 
calendar days prior to the completion of probation. Upon completion 
successful of probation, respondent’s certificate shall be fully restored. 

DATED: January 30. 2004 



Adnunistrative Law Judge 
Office of Administrative Hearings 


44 



195 



DEPARTMENT OF HEALTH & HUMAN SERVICES 


Food and Drug Administration 
Rockville MD 20857 


The Honorable Mark E. Sender 
Chairman 

Subcommittee on Criminal Justice, 
Drug Policy, and Human Resources 
Committee on Government Reform 
House of Representatives 
Washington, D.C. 20515-6143 

Dear Mr. Chairman: 


JUL 1 2004 


Thank you for the letter of April 12, 2004, containing follow-up questions from the 
April 1, 2004, hearing entitled, “Marijuana and Medicine; The Need for A Science-Based 
Approach.” We have restated your questions below with our response for the record. 

1. Legislation has been introduced in Congress to allow states to bypass the FDA process 
and allow marijuana to be promoted and sold as a medical therapy - without being proven 
to be safe and effective as required by federal law. Do you believe patients are well served 
by such political efforts or is the health of patients and the public best served when science Is 
used by the FDA to demonstrate the safety and effectiveness of all drugs including 
marijuana? 

The Food and Drug Administration (FDA or the Agency) believes that all drugs considered for 
medical use, including marijuana, should be proven safe and effective for their intended 
indication(s). The Federal Food, Drug, and Cosmetic (FD&C) Act requires that new drugs be 
shown to be safe and effective for their intended use before being marketed in this country. This 
statutory provision affords patients the most effective protection against untested and unproven 
products. FDA’s drug approval process requires well-controlled clinical trials that provide the 
necessary scientific data upon which FDA makes its approval decisions. The disciplined, 
systematic, scientific conduct of such trials is the best means of obtaining the data documenting 
the safe and effective use of a drug so that it will have the most beneficial effect. 

2. If pharmaceutical companies wished to bring new or even existing medical product to 
market and chose to bypass the FDA approval process by using ballot initiatives or state 
legislative approval, would the FDA take any action? If so, what would the Agency do? 

For example, if a company tried to pass a state referendum allowing oxycodones or 
hydrocodones to be “recommended” by a doctor for any condition whatsoever, would the 
FDA take action? If so, what action would the agency take? 
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The type of state laws you discuss would not change either the Federal prohibition on the sale of 
an unapproved new drug under the FD&C Act or the restrictions placed on a controlled substance 
under the Controlled Substances Act (CSA). FDA is the sole governmental agency that approves 
drug products as safe and effective for particular indications, and efforts that seek to bypass the 
FDA drug approval process would not serve the interests of public health. Physician 
recommendations of approved prescription drug products for indications other than those 
indications approved by FDA (off-label use) are generally considered to be within the scope of the 
practice of medicine by FDA and are not regulated by the Agency. 

Currently, there are FDA approved oxycodone and hydrocodone products available by 
prescription for specific indications. If a company promotes their drug for an off-label use, FDA 
will review the materials related to the promotion and can take action under certain conditions. 
Merely sponsoring or supporting a referendum, however, is not likely to lead to a violation of the 
FD&C Act. 

3. As a result of the public campaigns of pro-marijuana activists, many Americans 
erroneously believe that smoking marijuana is a legitimate medical treatment. The FDA 
was established - and Is funded by Congress - to ensure that such confusion does not exist. 
Will the FDA now consider issuing warning letters to all states and localities that have 
attempted to approve “medicinal” marijuana use, and to all sellers of “medical” marijuana, 
explaining that botanical marijuana has not been approved by the FDA for medical use and 
cannot be advertised as such? Will it consider imposing penalties, as appropriate, on those 
that continue to illegally promote this dangerous drug as medicine? 

The Department of Health and Human Services (HHS) does not support the availability of 
marijuana for medical use as it has not been proven safe and effective as required by Federal law. 
In 2001, HHS completed an extensive analysis in response to a request to reschedule marijuana to 
a less restrictive schedule. After looking at all the relevant data on marijuana, HHS concluded 
that the weight of the scientific evidence supported the findings that marijuana should continue to 
be scheduled as Schedule I because it has a high potential for abuse, no currently accepted medical 
use in the United States, and a lack of accepted evidence about the safety of using marijuana under 
medical supervision. 

As a Department, HHS has been actively involved in the Administration’s effort to educate 
Americans about the status and dangers of marijuana. FDA is committed to working in 
cooperation with the Office of National Drug Control Policy (ONDCP), the Drug Enforcement 
Administration (DEA), the National Institute on Dmg Abuse (NIDA), and the Substance Abuse 
and Mental Health Services Administration (SAMHSA) to inform the public about the dangers of 
marijuana and that it is not approved for any medical use. 

One very successful education campaign that warns against marijuana use is provided by HHS’ 
NIDA. NIDA has a very comprehensive website (at: www.marijuana-info.org) that includes 
specific information about the effects of marijuana on health. The information details the 
physical and neurological effects of marijuana on the brain, lungs, heart and immune responses. 
There is also information about the effects of marijuana use on pregnancy, learning, social 
behavior, genetic makeup and the potential for addiction. NIDA is also actively involved in 
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research on marijuana and in March 2004 published the Marijuana Research and Dissemination 
Update detailing the research efforts of the institute. FDA works with NIDA and actively reviews 
all investigational new drug (IND) applications for marijuana, FDA’s role is to ensure that the 
research is conducted in accordance with regulatory requirements of the FD&C Act. HHS’ 
SAMHSA works to bring effective substance abuse prevention to every community nationwide. 
SAMHSA’s Center for Substance Abuse Prevention supports the National Clearing House for 
Alcohol and Drug Information, the largest Federal source of information about substance abuse 
research, treatment, and prevention available to the public. SAMHSA is also actively engaged in 
substance abuse treatment through the promotion of high-quality and available community-based 
substance abuse treatment services for individuals and families who need them. SAMHSA is on 
the frontlines in helping programs to treat individuals with addictions to alcohol and drags, 
including marijuana. 

For the reasons explained below, FDA believes that DEA is the more appropriate agency to 
continue to lead in taking action against entities that appear to be violating the law by illegally 
using or distributing marijuana. Under some circumstances, the sale of marijuana would violate 
both the FD&C Act and the CSA. However, there are considerably more elements to prove to 
bring an enforcement action under the FD&C Act than under the CSA. To bring a case under the 
FD&C Act, FDA would need to gather evidence that the marijuana was a drag within the meaning 
of the FD&C Act. To do so, FDA would have to prove that under the specific facts of the case, it 
was intended to cure, mitigate, or treat a disease or to affect the structure or function of the body 
of man. In addition, FDA would need evidence that the marijuana was received or distributed in 
interstate commerce. FDA would also need either labeling associated with the marijuana 
sufficient to prove that the marijuana is a new drag or proof that the marijuana is adulterated or 
misbranded under the FD&C Act. 

In addition, the penalties are more significant under the CSA. Assuming FDA was able to prove 
the elements mentioned above and brought a criminal action against a seller of marijuana who 
believed that marijuana is effective for medical use, the offense would be a misdemeanor unless 
there was evidence that the seller either took steps to evade detection by FDA or another 
government agency or somehow defrauded his or her customers. By contrast, a violation of the 
CSA related to the sale of marijuana requires fewer elements of proof and would be a felony 
subject to much higher penalties than those available under the FD&C Act. 

We also note that warning letters are a specific regulatory tool sent by FDA when we have 
evidence that a violation of the FD&C Act has occurred. These letters require corrective action 
on the part of the recipient and if attempts at corrective action fail to remedy the FD&C Act 
violation, further enforcement action is pursued. 

DEA is the lead Federal agency responsible for enforcing restrictions placed on the sale, 
distribution and possession of controlled substances under the CSA. DEA has the authority, 
expertise, and resources to interdict the illegal use of controlled substances and the CSA provides 
greater penalties and requires proof of far fewer elements to establish a violation. However, FDA 
still works cooperatively with DEA when necessary on any investigative or enforcement matters 
that may be appropriate under the CSA and the FD&C Act. For example, FDA’s Office of 
Criminal Investigations (OCI) is responsible for managing and conducting the Agency’s criminal 
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investigations. As a part of its duties, OCX works closely with DEA on criminal investigations 
involving the illegal sale, use, and diversion of controlled substances including controlled 
substances sold over the Internet. OCX and DEA have worked together to utilize the lull range of 
regulatory and administrative tools available to them to pursue cases involving controlled 
substances. 

The primary responsibility for implementing the CSA, however, resides with DEA, and FDA 
generally defers to DEA on criminal enforcement efforts related to violations of the CSA 
involving Schedule I controlled substances. FDA has not taken independent criminal 
enforcement action related to the sale, promotion, or marketing of botanical marijuana as 
medicine. FDA has worked closely with the Department of Justice and DEA on certain legal 
actions involving marijuana. These cases include Kuromiva v. United States . 37 F. Supp. 2d 717 
and 78 F. Supp. 2d 367 (E.D. PA 1999) in which the plaintiffs sought access to marijuana for 
medical use and the government explained the importance of the drug approval process and the 
fact that marijuana has not been proven safe and effective for medical use and United States v. 
Oakland Cannabis Buyers’ Cooperative. 532 U.S. 483 (2001), in which the Supreme Court ruled 
that there was no medical necessity defense to the CSA prohibitions on manufacture and 
distribution of marijuana. The government briefs in the case clearly spelled out the importance of 
FDA’s drug approval process in making safe and effective medications available to the public. 

It is a more efficient use of government resources to allow the agency that has more expertise and 
stronger penalties for violations of law involving controlled substances to take the lead in such 
cases. FDA believes that DEA is the more appropriate agency to handle enforcement matters 
involving Schedule I controlled substances and NIDA and SAMHSA, working through its state 
partners, are the appropriate HHS component to continue its work educating and informing the 
public of the health implications of marijuana use. FDA will continue its primary responsibility 
to review and monitor clinical trials investigating marijuana for medical uses under the XND 
provisions of the FD&C Act, and will continue to work with DEA, ONDCP, and NIDA to 
continue to inform the public that marijuana has not been proven effective for any indication. 

4. According to a September 25, 2003, letter to this Subcommittee, the FDA stated, 
“Evaluation indicates that sound scientific studies supporting the claims of marijuana’s 
usefulness are lacking.” The FDA letter further states that, “there is some concern that the 
use of smoked marijuana may be harmful to individuals suffering from the conditions for 
which it is touted as a safe and effective treatment.” The letter also noted, “botanical 
marijuana has not been approved by the Food and Drug Administration as a safe and 
effective drug. Will the FDA consider issuing a clear statement to the public clearly stating 
that smoked marijuana has not been proven to be useful as medicine and may actually be 
harmful? Will the FDA undertake a public educational and awareness campaign on this 
subject, similar to those it has undertaken for obesity and herbal supplements? 

FDA’s April 1, 2004, Statement to this Committee, which can be found on FDA’s website, 
http://www.fda.gOv/ola/2004/marijuana040I.html, clearly states that FDA has not approved 
marijuana for medical use in the U.S. From the perspective of Federal law, there currently is no 
medical marijuana. Above, we highlighted several other forums where HHS agencies have 
publicly posted information on marijuana’s abuse potential, health effects, and status as an 
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unapproved drug. As noted previously, marijuana is a Schedule I drug and Schedule I substances 
are defined as having a very high potential for abuse, no accepted medical use in the U.S., and 
lacking accepted safety data for use under medical supervision. Nevertheless, Schedule I 
substances can still be the subject of an IND under the FD&C Act, although the conditions for 
their use are more restrictive. As noted in our statement, there has been considerable interest in 
the use of marijuana for the treatment of a number of conditions, including glaucoma, AIDS 
wasting, neuropathic pain, treatment of spasticity associated with multiple sclerosis, and 
chemotherapy-induced nausea. 

HHS and FDA support the medical research community, which intends to and is currently 
studying marijuana in scientifically valid and well-controlled clinical trials as part of FDA’s drug 
approval process. These clinical trials are the foundation of an objective, science-based approach 
to evaluating the merits of marijuana for medicinal purposes. Also, as detailed in the response to 
Question 3, NIDA and SAMHSA, two other components of HHS, are actively involved in a public 
and educational awareness campaign on the health effects of marijuana use. While there are no 
proven benefits from marijuana use, there are many short and long-term risks associated with 
marijuana use. FDA has not approved any drugs for which the preferred form of administration is 
smoking. 

FDA has been involved in both the obesity and herbal supplement campaigns based on FDA’s 
jurisdictional responsibilities. While HHS is the primary sponsor of the obesity educational 
campaign, FDA has been active in this area based on its stamtory responsibility for nutritional 
labeling. In March 2004, FDA issued a report outlining its action plan on obesity, as part of 
HHS’ comprehensive strategy for combating the epidemic of obesity in the U.S. The report by 
FDA’s Obesity Working Group is focused on providing consumers with accurate, helpful 
information that allows them to make wise food choices at home, at supermarkets and in 
restaurants; such nutrition information is within FDA’s statutory authority and scientific and 
regulatory expertise. For example, the report includes recommendations to strengthen food 
labeling, to educate consumers about using nutritional information to maintain a healthy diet and 
weight, and to encourage restaurants to provide calorie and nutrition information. It recommends 
increasing enforcement to ensure food labels accurately portray serving size. The report also 
recommended revising and reissuing an FDA draft Guidance for the Clinical Evaluation of 
Weight-Control Drugs and strengthening the coordination of research into obesity and the 
development of foods that are healthier and lower in calories with other HHS agencies, the U.S. 
Department of Agriculture, and other public and private sector partners. 

FDA’s work regarding dietary supplements likewise stems from its primary jurisdiction over the 
regulation of these products under the Dietary Supplement Health and Education Act of 1994 
(DSHEA). Under responsibilities imposed by DSHEA, FDA has conducted a number of public 
education campaigns on dietary supplements. 

FDA regulates smoked marijuana, a botanical product, when it is being investigated for use in the 
diagnosis, cure, mitigation, treatment or prevention of disease in man or other animals, as a drug, 
under the FD&C Act. Under the FD&C Act, FDA’s primary role is to review and monitor 
objective data collected in adequate and well-controlled clinical trials regarding the potential 
merits of marijuana for medical uses. 



200 


Page 6 - The Honorable Mark E. Souder 

We do cooperate in many arenas with DEA and with ONDCP on matters that are connected to 
FDA’s jurisdiction. As you may know, on March 1, 2004, the Administration announced a 
coordinated drug strategy to confront the illegal diversion and abuse of prescription drugs. 

Director of the White House Office for National Drug Control Policy, John Walters, then-FDA 
Commissioner Dr. Mark McClellan, DEA Administrator Karen Tandy, Surgeon General 
Dr. Richard Carmona, and Chairman Tom Davis, Committee on Government Reform, joined 
together to release the President’s National Drug Control Strategy, which outlines the extent of 
prescription drug abuse in the U.S. and new Federal programs designed to address the problem. 
FDA will participate in this coordinated program. In addition, FDA directs readers to the NIDA 
website for information on teens and marijuana: 
http://www.fda.gov/oc/opacom/kids/html/7leens.htm. 

5. The L.A. Times recently reported that researchers are studying the potential uses of 
nicotine or its derivatives as medicine. If a cigarette manufacturer began claiming in its 
advertising that cigarettes could be used as treatment for certain medical conditions - such 
as obesity or attention deficit disorder (ADD) - would the FDA take action? If so, what 
action would it take? 

If a manufacturer were to market a tobacco product for treatment of the conditions you cite -- 
obesity or attention deficit disorder -- those product claims would render the tobacco product a 
drug within the meaning of section 201(g) of the FD&C Act. Whether FDA would take action to 
regulate such a product as an unapproved new drug depends on a variety of factors, and FDA 
generally makes enforcement decisions on a case-by-case basis. 

In general, FDA employs a risk-based enforcement approach with respect to marketed unapproved 
drugs. This approach includes efforts to identify illegally marketed drugs, prioritization of those 
drugs according to potential public health concerns or other impacts on the public health, and 
subsequent regulatory follow-up. Some of the specific actions the Agency has taken have been 
precipitated by evidence of safety or effectiveness problems that has either come to our attention 
during inspections or was brought to our attention by outside sources. FDA has issued a draft 
Compliance Policy Guide (htt:///www.fda.gov/cder/guidance/5704dft.pdf) for comment that 
provides the Agency’s current thinking on its enforcement policies for unapproved drugs. Scarce 
resources prevent the Agency from taking many legally supportable actions against products that 
meet the legal definition of unapproved drugs. The particular example above differs fi'om 
physician recommendation of marijuana in several important respects. First, the drug product 
identified is not a controlled substance, much less one designated as Schedule I, which Congress 
has defined as the top enforcement priority for DEA under the CSA. Second, the example 
involves a direct connection between the sale and promotional activities, which is generally a 
necessary prerequisite to trigger drug approval requirements. Third, the example implies a large- 
scale manufacturing and promotional enterprise that would not usually raise jurisdictional 
questions involving interstate commerce. 

6. In a letter to this Subcommittee dated March 31, 2004, the FDA says it has not taken a 
strong role in discouraging the promotion of marijuana as medicine because it is the 
agency’s practice to refer “matters involving controlled substances” to the DEA. Just last 
week, the FDA issued new regulations on generic versions of oxycodones, which is a 
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controlled substance. Please explain why FDA has chosen to regulate one controlled 
substance - oxycodone - while failing to regulate another, namely marijuana? 

FDA’s primary mission as defined in the FD&C Act is to help ensure that only safe and effective 
medical products, including drugs, are marketed in the U.S. The Agency carries out this mission 
by administering the regulatory system under which drugs are evaluated, and determining when 
drugs have been shown to be safe and effective for their intended use. FDA’s regulatory authority 
is usually triggered when a manufacturer submits an application either to study or to market a 
drag, including a drug scheduled as a controlled substance under the CSA. Thus, FDA regulates 
the controlled substance oxycodone because manufacturers submitted applications to FDA for 
approval of this drag for marketing for a medical use under the FD&C Act. FDA’s recent action 
on oxycodone was a result of the submission of a number of applications to market generic 
versions of the drug. The FD&C Act requires the Agency to approve generic applications once 
all statutory requirements are met. FDA is also regulating marijuana because sponsors have 
submitted IND applications to study marijuana for a variety of medical uses. FDA would take 
appropriate regulatory actions with respect to approval of marijuana if FDA received an 
application to review for the approval of that drag. 

As noted previously, FDA regulates controlled substances when applications are submitted to the 
Agency seeking approval for their study or marketing. In addition, the CSA gives HHS a role in 
determining the proper scheduling of a substance. When questions arise regarding the sale, 
distribution, or possession of marijuana as a Schedule I controlled substance, then the provisions 
of the CSA are triggered and DEA has primary authority to take action under that statute. As 
discussed above, enforcement actions are deferred to DEA because that Federal agency is best 
suited to enforce the CSA particularly when the substance at issue is a Schedule I controlled 
substance. 

7. The Washington Post reported this morning that the FDA has begun to regulate health 
claims for walnuts. Similar health claims for other nuts are being reviewed by the FDA. 
Yesterday, another report appeared indicating that FDA will begin “scrutinizing” 
ultrasound imaging of unborn children, despite any real record of negative health effects. 
Why does FDA have the time and resources to review health claims of nuts and to scrutinize 
ultrasound but not to review the health claims of marijuana? 

Under the FD&C Act, FDA is the primary Federal agency tasked with regulating radiological 
health and food, other than certain meat, poultry, and egg products. FDA is the primary agency 
tasked with the review of pending INDs evaluating botanical marijuana for the treatment of 
various conditions. As long as marijuana is a Schedule I controlled substance, FDA will defer to 
DEA on enforcement actions related to the illegal distribution or manufacture of marijuana. FDA 
is committed to working with the ONDCP, DEA, and NIDA to convey to the public the 
Administration’s position on the use of marijuana. 

8. In your testimony, you state that FDA defers to DEA to take the lead in regulating 
controlled substances like marijuana. This feeds a perception in the pro-marijuana 
movement and in the public at large, however, that the federal government is only interested 
in the law enforcement problems of marijuana - not the medical or health problems created 
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by marijuana. Wouldn’t you agree that it’s about time for the FDA to provide some 
assistance to DEA to avoid creating that misconception? 

As discussed in the above responses, FDA has provided assistance to DEA in certain legal actions 
as well as investigations. More importantly, two other HHS component, NIDA and SAMHSA, 
have primary responsibility for educational and public awareness efforts related to the health 
effects of marijuana use. These efforts complement the efforts of ONDCP and DEA with respect 
to marijuana use. FDA has also made a number of public statements, including through 
congressional testimony, that marijuana has not been approved by the Agency as safe and 
effective for any medical use and that its use may be harmfiil to health. These statements are 
posted on FDA’s website, www.fda.gov. Further, FDA will actively cooperate with the ONDCP, 
DEA, and NIDA in alerting the public about the current status of marijuana. 

9. We are very puzzled about how silent FDA has been in the face of state laws that bypass 
FDA regulations and permit marijuana to be used for “medical” purposes. If the FDA 
continues to do so little, this will encourage other special interest groups to seek similar state 
laws for other popular drugs. It appears to us that this will not just undermine FDA’s 
authority - it will destroy it. Is FDA at all concerned about this trend? What, if anything, 
will FDA do to counteract it? 

FDA has not been silent in these matters. FDA has worked closely with DEA and has provided 
active assistance, when it has been requested, in certain legal cases and investigations involving 
the illegal use of marijuana. FDA’s authority has not been affected or pre-empted by these state 
actions. Approval of marijuana as a drug for specific medical indications still remains within the 
purview of FDA. Several states have passed referenda making marijuana available for a variety 
of medical conditions, but these laws are in conflict with the CSA and often with the FD&C Act. 
Our position continues to be that these ballot measures send the wrong message to the public- too 
many of whom do not recognize the dangers of marijuana - and that these measures are 
inconsistent with our efforts to ensure that approved medications have undergone rigorous 
scientific scrutiny and FDA’s approval process. 

FDA will continue to state, as it did in its Congressional testimony, that marijuana is not an 
approved drug and that only the disciplined, systematic, scientific conduct of clinical trials can 
establish whether there is any medicinal value to marijuana, smoked or otherwise. As with other 
efforts attempting to pre-empt FDA’s authority, FDA will evaluate and address the effort in 
accordance with its priorities and in the most efficient use of limited government resources. In 
this circumstance, in which the primary jurisdiction of a Schedule 1 controlled substance, a 
substance with no approved medical use, rests with DEA, and for which there are significant 
criminal penalties and easier elements of proof under DEA’s jurisdiction, FDA will continue to 
defer to DEA for appropriate enforcement action. 

FDA will work with the ONDCP, DEA, and NIDA to convey to the public the Administration’s 
position on the use of marijuana. 1) FDA has not approved marijuana for any indication, 

2) DHHS’ current evaluation indicates that sound scientific studies sufficient to support claims of 
marijuana’s usefulness as a medication are lacking, despite anecdotal claims to the contrary, and 
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3) there is a lack of accepted safety for use of smoked marijuana, the known risks of which are not 
outweighed by any potential benefits. 

Thank you again for contacting us concerning this matter. FDA appreciates the opportunity to 
testify before the Subcommittee. Please let us know if there are further questions. 



Assistant Commissioner 
for Legislation 



cc. DEA 
NIDA 
SAMHSA 
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U& Departmeat of Justice 
Office of Legislative Affairs 


Office of Uie Assistant Attorney General 


mshington. RC. 20530 

Octctoer 13, 2004 


The Honorable Mark Souder 
Chairman 

Subcommittee on Criminal Justice, Drug Policy 
and Human Resources 
Conrunittee on Government Reform 
U.S. House of Representatives 
Washington, DC 20515 

Dear Mr. Chairman: 

Enclose please find responses to questions posed to Ms. Patricia Good, Chief, 
Liaison and Policy Section, Office of Diversion Control, Drug Enforcement 
Administration, following Ms. Good’s appearance before the Subcommittee on April 1, 
2004. The subject of the Subcommittee’s hearing was “Marijuana and Medicine: The 
Need for a Science-Based Approach.” 

We hope this information is helpful to you. Please do not hesitate to call upon us 
if we may be of additional assistance in connection with this or any other matter. 

Sincerely, 

William E. Moschella 
Assistant Attorney General 


Enclosure 

cc: The Honorable Elijah Cummings 
Ranking Minority Member 
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COMMITTEE ON GOVERNMENT REFORM 

SUBCOMMITTEE ON CRIMINAL JUSTICE, DRUG POLICY AND HUMAN 
RESOURCES 

UNITED STATES HOUSE OF REPRESENTATIVES 
"MARIJUANA AND MEDICINE: THE NEED FOR A SCIENCE-BASED APPROACH" 

APRIL 1,2004 

FOLLOW-UP QUESTIONS FOR THE RECORD FOR MS. PATRICIA GOOD, 
CHIEF, LIAISON AND POLICY SECTION, OFHCE OF DIVERSION 
CONSTROL, DRUG ENFORCEMENT ADMINISTRATION 

QUESTION SUBMITTED BY CHAIRMAN MARK SOUDER 

1 . Question: One common argument made by the pro-marijuana movement is that 
decisions about whether to use marijuana should be made by each doctor and patient. To 
better help Congress and the public evaluate this argument, please provide whatever 
historical data or statistics the DEA has on the following: 

a. The number of doctors who have been investigated, indicted and/or 
convicted of narcotics-related offenses. 

First and foremost, it is necessary to clarify the statistics that are being 
provided in response to questions "a" through ”c." DEA’s Office of Diversion 
Control maintains statistical information pursuant to all criminal and 
complaint investigations of doctors who have been investigated for violations 
of Title 21 of the United States Code. The statistics, however, are not 
maintained by category as outlined in your questions "a" and ”b," (t.e., 
"narcotics- related" offenses as compared to over prescribing drugs, 
insufficiently supervising patients and/or other practices involving controlled 
substances). In addition, there are a variety of means by which those 
investigations can be resolved that reach beyond the "indictments and 
convictions" information you requested. In an effort to provide a more 
comprehensive overview, statistics reflecting the other dispositions are also 
included in this response. 
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Action Taken FY2(X)1 FY2002 FY2003 


*Doctor Criminal/ 
Complaint Investigations 


Initiated 

861 

622 

736 

Arrests 

78 

68 

51 

Indictments 

38 

38 

28 

Civil Fines 

14 

10 

8 

Administrative 

Hearings & MOU 

40 

34 

35 

Letters of 

Admonition 

63 

30 

33 


*Doctors include the following degrees: MD (Medical Doctor), DO 
(Osteopath), DDS/DMD (Dentist), DPM (Podiatrist), DVM/VMD 
(Veterinarian), ND (Naturopath) 

b. The number of doctors who have otherwise been investigated for over 
prescribing drugs, insufficiently supervising patients for whom 

they wrote drug prescriptions, and/or other practices involving 
controlled substances. 

See response to "a," above. 

c. The number of doctors who have had their licenses to prescribe 
controlled substances suspended or revoked for over prescribing drugs, 
insufficiently supervising patients for whom they wrote drug 
prescriptions, or other practices involving controlled substances. 

As stated in "a,” the statistical information maintained by DEA’s Office of 
Diversion Control is comprehensive for all violations of Title 21 of the United 
States Code; the response provided here is not specific to any one violation. 
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Re 2 istration Action 

FY2001 

FY2002 

FY2003 

Surrendered for Cause 
(Code 1) 

502 

415 

425 

Revoked 
(Code 2) 

1 

11 

34 

Suspended 
(Code 9) 

1 

8 

12 


d. The number of medical patients who have been investigated, indicted 
and/or convicted of narcotics-related offenses involving controlled 
substances for which they were given prescriptions by medical 
professionals. 

DEA does not maintain a database from which this information can be obtained. 


QUESTIONS SUBMITTED BY CONGRESSMAN WILLIAM L. CLAY, JR 

1. Question; In your testimony - both oral and written - you said that international 
treaty obligations required the United States to limit the number of manufacturers of 
controlled substances to the smallest number possible to produce an adequate supply. You 
said further that this principle was incorporated in 21 U.S.C. 823(a)(1). Yet, 21 U.S.C. 
823(a)(1) provides that the Attorney General, in registering applicants to manufacture 
controlled substances in schedule I or II, shall consider limiting the manufacture of such 
controlled substances "to a number of establishments which can produce an adequate and 
uninterrupted supply of these substances under adequately competitive conditions." 
Similarly, the Code of Federal Regulations (21C.F.R. 1301.33(b) provide the following 
guidance to the DEA Administrator: "/n order to provide adequate competition, the 
Administrator shall not be required to limit the number of manufacturers in a basic class to a 
number less than that consistent with maintenance of effective controls against diversion 
solely because a smaller number is capable of producing an adequate and uninterrupted 
supply." (Emphasis added.) 

Could you please explain how your reading of 21 USC 823(a)(1) and 21 CFR 1301.33(b) - 
including their references to adequate competition - leads you to the conclusion that "the 
cultivation of marijuana should be limited to the minimum number of producers who can 
provide an adequate supply to meet the country’s legitimate medical, scientific, and 
research needs"? And if 21 USC 823(a)(1) incorporated the "basic principle as you 
describe it?" 
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Along these lines, could you please explain how you interpret the phrase "under adequately 
competitive conditions" and the phrase "shall not be required to limit the number of 
manufacturers." 

Finally, would you or your agency consider "adequate competition" to exist where there is 
only one manufacturer of a controlled substance? 

Your question seeks an explanation of a provision of the CSA and a related provision of 
the DEA regulations governing the issuance of a registration to manufacture a schedule I 
controlled substance. These provisions, 21 USC Section 823(a) and 21 CFR Section 1301.33, 
work in unison as follows. 

Under section 823(a), in order for DEA to grant an applicant a registration to manufacture 
a schedule I controlled substance, DEA must determine that the registration is consistent with the 
public interest and with United States obligations under international drug control treaties. 
Section 823(a) enumerates the six factors that DEA must consider in determining whether such 
an application is consistent with the public interest. In 21 CFR 1301.34(b), the DEA regulations 
repeat the criteria that Congress mandated in section 823(a). 

The first of the six public interest factors, subsection 823(a)(1), requires DEA to determine 
whether, if the proposed registration were granted, there would be maintenance of effective 
controls against diversion "by limiting the importation and bulk manufacture of such controlled 
substances to a number of establishments which can produce an adequate and unintermpted 
supply of these substances under adequately competitive conditions for legitimate medical, 
scientific, research, and industrial purposes." This principle is also addressed in the regulatory 
provision about which you inquired, 21 CFR 1301.33. Specifically, as you note, section 
1301.33(b) states: "In order to provide adequate competition, the Administrator shall not be 
required to limit the number of manufacturers in any basic class to a number less than that 
consistent with maintenance of effective controls against diversion solely because a smaller 
number is capable of producing an adequate and uninterrupted supply." The meaning of this 
provision can be restated as follows: If DEA determines there is inadequate economic 
competition among the existing manufacturers of the particular controlled substance that the 
applicant seeks to produce (e.g., substantial overcharging by the existing manufacturers due to an 
insufficient number of competing manufacturers of that controlled substance), and provided 
further that granting the applicant’s registration (and thereby increasing the total number of 
manufacturers) is consistent with maintenance of effective controls against diversion, DEA is not 
required to deny the application solely because the number of manufacturers currently registered 
can adequately supply the market for that controlled substance in terms of quantity and quality of 
product. Thus, 21 USC 823(a)(1) and 21 CFR 1301.33(b) and 1301.34 are consistent with one 
another. 
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The foregoing provisions are consistent with United States obligations under international 
treaties. Among the international drug control treaties to which the United States is a party is the 
Single Convention on Narcotic Drugs, 1961 ("Single Convention"). The Single Convention 
requires parties that allow the cultivation of the cannabis plant (marijuana) for legitimate research 
purposes to have all such production come under the oversight of a federal agency which shall, 
among other things, monopolize distribution of all cannabis produced by the country for 
legitimate purposes and designate the areas in which, and the plots of land on which, cultivation 
shall be permitted. To carry out these duties properly, the Official Commentary to the Single 
Convention explains that the federal agency should first estimate the size of the cannabis crop 
needed to supply the legitimate needs of the country and then determine the extent of land 
required to obtain this crop. The Commentary further explains that to facilitate more effective 
control, such plots of land should be definitive administrative units that are, to the greatest extent 
possible, located in the same part of the country and contiguous. 

Moreover, the Single Convention requires parties to provide the International Narcotics 
Control Board (the organ of the United Nations which oversees compliance with the treaty) with 
annual estimates of their drug requirements and, commensurate therewith, to establish production 
quotas for each authorized manufacturer to prevent production and accumulation of drugs in 
excess of that required to meet the country’s legitimate needs. The CSA likewise requires DEA 
to establish individual and aggregate production quotas for each basic class of controlled 
substances in schedules I and II. 

Thus, the CSA provision that requires DEA to limit the number of manufacturers of 
schedule I controlled substances to that which can produce an adequate and uninterrupted supply 
under adequately competitive conditions is consistent with the controls on cannabis mandated by 
the Single Convention. The consistency between the CSA and the Single Convention is not a 
mere coincidence. Rather, when Congress crafted the various provisions of the CSA in 1970, 
one of its aims was to ensure that the United States meets its obligations under the Single 
Convention. This is expressly indicated in various parts of the CSA, such as 21 USC 823(a), 
which provides that DEA may only grant a schedule I or II manufacturing registration if the 
agency determines that such registration is consistent with United States obligations under 
international treaties. 

Also in question 1, you ask whether DEA "considerjs] ‘adequate competition’ to exist 
where there is only one manufacturer of a controlled substance." This question cannot be 
definitively answered in the abstract as the determination of adequate competition within the 
meaning of 21 USC 823(a) (as discussed above) is a fact-intensive inquiry that must be 
determined on a case-by-case basis. It is possible that there can be adequate competition within 
the meaning of Section 823(a) with just a single manufacturer of a particular scheduled I 
controlled substance, provided that manufacturer can produce the substance in sufficient quantity 
and quality to meet legitimate United States research needs and without charging unreasonable 
prices. It bears repeated emphasis that the facts of every application will vary and the ultimate 
determination of whether DEA should grant any particular application will depend on the 
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agency’s evaluation of each of the criteria in section 823(a) in view of the specific facts presented 
to the agency in connection with that application. 

2. Question: You also noted in your testimony that there are six factors to be 
evaluated when considering an application to manufacture a controlled substance in 
Schedule I or II. The one factor that seems to be vague is the sixth: "such other factors as 
may be relevant to and consistent with the public health and safety." The only "Notes of 
Decisions" entry related to this provision (21 U.S.C. 823(a)(6)) in the U.S. Code describes a 
situation where the domestic production of a controlled substance might have resulted in 
"a substantial increase in the availability of illicit drugs." Could you explain some other 
ways - aside from possible diversion - the manufacture of a particular controlled substance 
for research purposes could be detrimental to public health and safety? 

Your second question pertains to 21 DSC 823(a)(6), which contains the sixth factor that 
DEA must consider in determining whether a proposed registration to manufacture a schedule I 
controlled substance is consistent with the public interest. As stated in this provision, DEA shall 
consider "such other factors as may be relevant to and consistent with the public health and 
safety." With respect to this provision, you ask: "Could you explain some other ways - aside 
from possible diversion - the manufacture of a particular controlled substance for research 
purposes could be detrimental to public health and safety?" 

By its express terms. Subsection 823(a)(6), is a catchall provision that is as broad in scope 
as is the concept itself of public health and safety within the meaning the CSA. Thus, we cannot 
provide an exhaustive list of every conceivable scenario that might be relevant under subsection 
823(a)(6). Nonetheless, for your assistance, we offer the following hypothetical examples of 
conduct that could be considered under this subsection. 

Example 1: An applicant seeking to become registered to manufacture a schedule I 
controlled substance has engaged in the distribution and possession of an illicit controlled 
substance while abroad. Assuming such conduct does not subject the applicant to criminal or 
other legal liability under United States Federal, State, or local law, it would not fit within any of 
the first five public interest factors enumerated in section 823(a). Yet, if DEA were aware that 
someone seeking to become registered to manufacture a schedule 1 controlled substance had 
engaged in such illicit drug conduct, it would be plainly relevant for DEA to consider such 
conduct pursuant to subsection 823(a)(6) in deciding whether the proposed registration is 
consistent with the public interest. 

Example 2; An applicant seeking to become registered to manufacture a schedule I 
controlled substance will be acting at the direction of a convicted drug dealer in making 
decisions such as to whom the marijuana will be supplied. Since the manufacture and 
distribution of schedule I controlled substances (and marijuana in particular) warrant safeguards 
against diversion of the highest order and can only be entrasted to those whose likelihood of 
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compliance with the CSA is beyond reproach, such information could properly be considered 
pursuant to subsection 823(a)(6). 

3. Question: In your testimony, you said, "Upon receipt of a completed application 
(to bulk manufacture marijuana), the DEA publishes a notice of application in the Federal 
Register . . . the DEA concurrently conducts an investigation of the applicant in order to 
obtain the information necessary to make determination" on the application. The 
University of Massachusetts Amherst ("UMass") submitted a completed application to 
bulk manufacture marijuana in 2002. (The original application was actually submitted in 
June 2001, but DEA said that it "lost" this application. Strangely, the June 2001 
application was later returned unprocessed to the University.) On December 16, 2002, 
DEA Agents met with UMass officials to discuss this application. Yet notice of the 
application did not appear in the Federal Register until more than seven months after this 
December 2002 meeting - July 24, 2003. I understand that you do not wish to discuss 
pending applications, but since this question does not address the merits of the application, 
but merely the basic process, I am hoping you can explain why such a drastic disregard of 
procedure occurred in this instance. 

Along the same lines, I am concerned that it has now been more than six months 
since the close of the comment period on the University of Massachusetts’ application to 
bulk manufacture marijuana. This despite the fact that you said in your testimony that 
"the DEA concurrently conducts an investigation of the applicant during the 60 days in 
which other bulk manufacturers may file written comments. Surely you understand that 
there is a controversy in this country over the use of medical marijuana. This is a major 
state-federal conflict, especially in states like California where state agents have raided 
homes and arrested medical marijuana providers. When discussing this issue, many 
people say that they think the issue should be settled based on research. Despite this, your 
agency has taken years on this one application, which many believe could facilitate better 
research. Quite simply, without discussing this application specifically, how long do you 
think it is appropriate to delay an important decision like this? 

Your third question concerns the application submitted by the University of Massachusetts 
to become registered to manufacture marijuana to supply researchers. As you note, it would be 
inappropriate for DEA to comment on the merits of this or any other pending application. 
However, as a general matter, you are correct in pointing out that all applications for registration 
should be handled in a timely manner consistent with appropriate regulations. The DEA has 
taken steps to ensure such applications will be so handled in the future. 

No decision has yet been made by DEA on the application of the University of 
Massachusetts to manufacture marijuana. Any such decision will be made in accordance with 
the criteria mandated by Congress under the CSA. 


7 
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April 12, 2004 


Dr. James D. Scott, M.D. 

Member 

Oregon Board of Medical Examiners 
1500 SW P' Avenue, Suite 620 
Portland, OR 97201-5826 

Re: “Marijuana and Medicine; The Need For A Science-Based Approach" 

Dear Dr. Scott; 

Thank you very much for your testimony on April 1 , 2004 before the Subcommittee on 
Criminal Justice, Drug Policy and Human Resources. Wc found your testimony both insightful and 
helpful. Due to the limited amount of time available for the hearing, however, we were unable to 
address all of the issues involved. To belter help the Subcommittee understand these significant issues, 
we are submitting to you the attached list of questions for the record. 

In order to help the Subcommittee move forward with its work on this subject, we request that 
you respond to these questions in writing no later than the close of business on Wednesday, May 12, 
2004. Your answers will be included in the written record. 

Thank you very much for your time and assistance. If you have any questions, you may 
contact Nick Coleman, a member of the Subcommittee staff, at 202-225-2577. 

Sincerely, 


Mark E. Souder 
Chairman 

Subcommittee on Criminal Justice, 
Drug Policy and Human Resources 
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August 18, 2004 


Dr. James D. Scott, M.D. 

Member 

Oregon Board of Medical Examiners 
1500 SW 1"' Avenue, Suite 620 
Portland, OR 97201-5826 

Re: “Marijuana and Medicine: The Need For A Science-Based Approach” 

Dear Dr. Scott: 

On April 12, 2004, we sent you a list of questions for the record as a follow-up to your 
testimony at our Subcommittee’s April 1 hearing. To date, we have not received your responses. Your 
answers are important, as they help both Congress and the public to understand these issues and 
consider potential solutions. As it has been over four months, we would appreciate receiving your 
answers promptly. Accordingly, please send your responses by September 1 , 2004. 

Thank you again for your time and assistance. If you have any questions, you may contact 
Nick Coleman, a member of the Subcommittee staff, at 202-225-2577. 

Sincerely, 


Mark E. Souder 
Chairman 

Subcommittee on Criminal Justice, 
Drug Policy and Human Resources 
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September 30, 2004 


Dr. James D. Scott, M.D. 

Board Member 

Oregon Board of Medical Examiners 
1500 SW r' Avenue, Suite 620 
Portland, OR 97201-5826 

Dear Dr. Scott, 

The Subcommittee held a hearing on April 1, 2004 entitled, “Marijuana and Medicine: The 
Need For a Science-Based Approach.” Thank you for your testimony at that hearing. As of today, we 
have not yet received your response to the additional questions provided to you. If we do not receive a 
reply from you by October 25, 2004, your response will not be included in the official hearing record. 

Attached you will find another copy of the additional questions directed to you by the 
Subcommittee, for publication in the hearing record. 

Thank you. 


Sincerely, 


Mark E. Souder 
Chairman, 

Subcommittee on Criminal Justice, 
Drug Policy and Human Resources 


Enclosures 
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COMMITTEE ON GOVERNMENT REFORM 
SUBCOMMITTEE ON CRIMINAL JUSTICE, DRUG POLICY AND HUMAN RESOURCES 


“MARIJUANA AND MEDICINE: THE NEED FOR A SCIENCE-BASED 
APPROACH” 


APRIL 1, 2004 


FOLLOW-UP QUESTIONS FOR THE RECORD FOR DR. JAMES D. SCOTT, 
MEMBER, OREGON BOARD OF MEDICAL EXAMINERS 


1 . You testified that the Oregon Board of M^iical Examiners (the “Board”) cannot take any 
position on whether marijuana is a safe or effective drug. Instead, your testimony suggests that the 
Board’s role is simply to verify that doctor have complied with certain procedural requirements - e.g., 
having a current license, conducting an examination and filling out the appropriate forms. 

a. Does this mean that a doctor could prescribe the scientifically wrong medication and 
still be in compliance with your regulations? For example, if a doctor carried out all the proper 
“procedures” but then prescribed Viagra to a patient with high blood pressure, would the Board 
take any action? 

b. Are there any medications other than marijuana for which the Board takes no position 
as to whether they are safe or effective? If a doctor tried to prescribe thalidomide for morning 
sickness, for example, despite what we now know about its side effects, would the Board take 
action? 

c. Does the Board have any responsibility for regulating the content of medical treatment, 
rather than merely the procedures? 

2. The voters in your state have attempted to legalize the use of marijuana for “medical” purposes, 
so it is understandable that the Board - as a state government agency - feels obligated to implement 
that policy. Nevertheless, as doctors themselves and as regulators of the medical profession, it would 
seem that the members of the Board are supposed to protect the public based on scientific and medical 
evidence - not on politics. We have some questions about whether permitting doctors and patients to 
use a drug in this way can ever be considered appropriate in the practice of medicine. 

a. Are there any drugs other than marijuana that the Board believes can be safely smoked? 
If a doctor recommended that a patient smoke morphine, for example, would the Board take 
any action? 
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b. Does the Board have any concerns £d)OUt the lack of health or safety controls on the 
supply of marijuana to patients - since patients aiQ essentially allowed to grow or procure their 
own “medicine”? Are there any other medications that you believe can be responsibly 
manufactured and self-administered by patients? 

c. How much evidence, and what kind of evidence, does the Board believe is necessary 
before a drug should be used to treat a condition? Is anecdotal evidence sufficient? Should a 
doctor prescribe or “recommend” a drug that has not yet been properly tested? 

d. Since the federal government has already tested and approved Marinol, a marijuana 
derivative, why should doctors recommend any other form of marijuana? 

e. Should marijuana be used to treat psychiatric or psychological conditions like attention 
deficit disorder (ADD), depression or anxiety? Why or why not? 

f. Should marijuana be used to treat moderate or low-level pain? Why or why not? 

g. Should marijuana be used to treat epilepsy? Why or why not? 

h. Should marijuana be used to treat children or teenagers, including for psychiatric or 

psychological conditions? Why or why not? 

3. How often has the Board taken disciplinary action against doctors for improper use of 
marijuana in treatment? What were the circumstances? 
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FDA Statement Re: Marijuana Legislation 

The Food and Drug Administration (FDA) has concerns about any legislation that would 
prevent the Department of Justice or the Drug Enforcement Administration (DBA) from 
enforcing the Controlled Substances Act (CSA) with respect to marijuana either generally 
or in specified States. Marijuana is a Schedule I drug under the CSA. Schedule I 
substances are defined as having a high potential for abuse and no accepted medical use 
in the U.S. In 2001, the Department of Health and Human Services (HHS) completed an 
extensive analysis in response to a request to reschedule marijuana to a less restrictive 
schedule. After looking at all the relevant data on marijuana, HHS concluded that 
marijuana should continue to be controlled under Schedule I. DEA is the Federal agency 
with primary jurisdiction regarding enforcement actions relating to the sale or distribution 
of marijuana. FDA will continue to cooperate with DEA in these actions. 

Several states have passed referenda making marijuana available for a variety of medical 
conditions, but these laws are in conflict with the CSA and often with the Federal Food, 
Drug, and Cosmetic (FD&C) Act. FDA’s position continues to be that these ballot 
measures send the wrong message to the public- too many of whom do not recognize the 
dangers of marijuana - and that these measures are inconsistent with our efforts to ensure 
that approved medications have undergone rigorous scientific scrutiny and FDA’s 
approval process. 

FDA is the sole Federal agency that approves drug products as safe and effective for 
particular indications, and efforts that seek to bypass the FDA drug approval process 
would not serve the interests of public health. FDA has not approved marijuana for any 
indication. Only the disciplined, systematic, scientific conduct of clinical trials can 
establish whether there is any medicinal value to marijuana, smoked or otherwise. 

We reiterate that any legislation that would prevent the Department of Justice or the DEA 
from enforcing the CSA with respect to marijuana either generally or in specified States 
would not serve the interests of public health. 
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The Honorable Mark E. Souder 
Chairman 

Subcommittee on Criminal Justice, 

Drug Policy, and Human Resources 
Committee on Government Reform 
House of Representatives 
Washington, D.C. 20515-6143 

Dear Mr. Chairman; 

Thank you for the letter of June 26, 2002, regarding the promotion of marijuana for medical 
use. As you know, marijuana has not been approved for medical use in the United States. 
Despite its status as an unapproved new drug under the Federal Food, Drug, and Cosmetic 
(FD&C) Act, there has been considerable interest in its use for the treatment of a number of 
conditions. 

The Department of Health and Human Services (HHS) has been actively involved in 
evaluating the current state of knowledge regarding the therapeutic use of marijuana. This 
evaluation indicates that sound scientific studies supporting the claims of marijuana’s 
usefulness as medication are lacking, despite anecdotal claims to the contrary. A review of 
the existing pre-clinical and human data does not support the safety or efficacy of marijuana 
for any indication. In fact, as noted in your letter, there is some concern that the use of 
smoked marijuana may be harmful to individuals suffering from the conditions for which it is 
touted as a safe and effective treatment. 

Accordingly, HHS does not support facilitating the availability of marijuana for medical use 
until it has been proven safe and effective as required by Federal law. However, as indicated 
by the enclosed 1999 “Guidance on Procedures for the Provision of Marijuana for Medical 
Research,” controlled multi-patient clinical trials that comply with all applicable Federal 
statutes and regulations are permitted to smdy the safety and efficacy of marijuana. 

We appreciate your concerns and have restated your questions and provided answers below. 

1. Has smoked marijuana been reviewed and approved by the FDA as a safe and 
effective medicine? 

Botanical marijuana has not been approved by the Food and Drug Administration (FDA) as a 
safe and effective drug. 
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2. What, if anything, is the FDA doing to stop the illegal promotion and use of 
marijuana? 

As you are aware, marijuana is controlled under Schedule I of the Controlled Substances Act 
(CSA). Schedule I substances have a high potential for abuse, no accepted medical use in the 
U.S., and are not safe for use under medical supervision. HHS recently performed a scientific 
and medical evaluation of marijuana and provided its recommendation to the Drug Enforcement 
Agency (DBA) that marijuana remain in Schedule I pursuant to section 201(b) of the CSA. 

HHS’s scientific and medical evaluation and scheduling recommendation can be found at 
Volume 66, Federal Register, page 20038 (April 18, 2001). After receiving HHS’s evaluation 
and recommendation, DEA is responsible for scheduling substances and has primary 
responsibility for the regulation and distribution of Schedule I substances. FDA generally defers 
to DEA on criminal enforcement efforts related to Schedule I controlled substances. The 
criminal penalties for distribution of a Schedule I controlled substance are far greater under the 
CSA than those available under the FD&C Act for the distribution of an unapproved new drug. 

3. Is marijuana an exceptional case or are there other drugs that the FDA has allowed 
to be made available on a state-by-state basis without first undergoing FDA clinical 
trials and receiving approval as being safe and effective for patient use? 

At this time, botanical marijuana is not an FDA approved drug. As you know, the FD&C Act 
prohibits the sale of unapproved drugs. Clinical trials (trials in humans) are required to 
demonstrate that a dmg is safe and effective and provide the basis for FDA approval of a drug. 

State laws known as “medical marijuana” laws are generally amendments to the state’s criminal 
statute that modify state criminal penalties for those that possess marijuana for medical use. 

These state laws do not change the Federal prohibition on the sale of an unapproved drug or the 
unauthorized distribution of a Schedule I substance. In fact, in 2001 , the U.S. Supreme Court 
held that there was no medical necessity exception to the CSA prohibitions on the manufacture 
and distribution of marijuana (United States v. Oakland Cannabis Buyers’ Cooperative, 532 U.S. 
483). 

4. Since marijuana is not available from any manufacturers who have received FDA 
approval to produce the drug, how can the FDA ensure that marijuana being used 
under the guise as medicine is not contaminated with other harmful ingredients or 
that the facilities of those currently providing marijuana meet FDA manufacturing 
safety standards? 

HHS ensures that the marijuana that is being used in legitimate medical research is safe for that 
research. Currently, the National Institute on Drug Abuse (NIDA), a component of the National 
Institutes of Health, is the sole source for legal marijuana in the U.S., and this supply is only 
available for authorized research. NIDA oversees the cultivation of research-grade marijuana on 
behalf of the U.S. government, assuring that the marijuana used for legitimate approved research 
has a consistent and predictable potency, is free of contamination and is available in sufficient 
amounts to support the needs of the research. Clinical research with marijuana must be 
conducted under an investigational new drug application granted by FDA, requires Institutional 
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Review Board approval, and requires approval and a special Schedule 1 license issued by DEA. 
FDA has limited, if any, jurisdiction over the illegal and/or individual cultivation of marijuana 
for personal use (see HHS Guidance on Procedures for the Provision of Marijuana for Medical 
Research, dated May 21, 1999). 

5. What precedent does the availability of a drug that has not undergone trials or been 
approved by the FDA set? Will the manufacturers of other illegal drugs or even 
legitimate health products be permitted to promote and distribute their products 
without FDA review or approval? 

Under the FD&C Act, an application must be submitted to FDA before clinical research 
(research in humans) is conducted on a new drug, and a new drug must be approved by FDA 
prior to its marketing and distribution in the U.S. There have been instances whereby new drugs 
have been illegally distributed and marketed without FDA knowledge. However, once notified, 
FDA’s Office of Compliance and Office of Criminal Investigation have taken appropriate 
enforcement action, which may include seizures and injunctions as provided by the FD&C Act, 
and/or obtainii^ assistance from other government sources, including DEA if the substance at 
issue is a controlled substance. 

Botanical marijuana is not an FDA approved drug. As noted in your letter, two drugs, which 
contain one of the active ingredients that is present in botanical marijuana (marinol and 
nabilone), are approved for therapeutic use in the U.S. The FD&C Act and the Code of Federal 
Regulations (CVR) delineate the requirements for studying investigational drugs, the drug review 
process, and the marketing of new drugs (see section 505 of the FD&C Act and Title 21, CFR, 
Parts 312 and 314). 

6. What penalties, if any, is the FDA levying on those who are prescribing and selling 
marijuana for “medical” use? 

As stated above, FDA generally defers to DEA and the states for matters related to the illegal 
distribution of controlled substances. 

Thank you again for contacting us concerning this matter. If you have further questions, please 
let us know. 


Sincerely, 



Amtf K, Sachdev 
Associate Commissioner 
for Legislation 


Enclosure 
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cc: The Honorable Elijah E, Cummings 

Ranking Member 
Subcommittee on Criminal Justice, 
Drug Policy, and Human Resources 
Committee on Government Reform 
House of Representatives 
Washington, D.C. 20515-2007 


► 
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Release Date: May 21, 1999 


I 


National Institutes of Health 


GUIDANCE ON 


I. Introduction 

The intent of this docuinent is to provide guidance to the biomedical research 
community who intend to study marijuana in scientifically valid 
investigations and well-controlled clinical trials on the procedures of the 
Department of Health and Human Services (HHS) for providing research-grade 
marijuana to sponsors. (i) , 

The production and distribution of marijuana for clinical . research, is 
carefully restricted under a number of federal laws and international 
commitments. The manufacture, acquisition, and distribution of marijuana is 
subject to control under Schedule I of the Controlled Substances Act (CSA) 

.(21 U.S.C. 801 et seq.), the most restrictive of the five federally regulated 
classes of controlled substances. Persons who wish to conduct research using 
Schedule 1 substances such as marijuana must obtain a special registration 
under the CSA from the Drug Enforcement Administration (21 U.S.C. 823(f)). 

To receive such a registration, a researcher must first be determined by HHS 
to be qualified and competent, and the proposed research must be determined 
by HHS to have merit (id.). Moreover, persons who intend to study marijuana 
for use in the cure, mitigation, treatment, or prevention of disease are 
subject to the "drug" and "new drug" provisions of the Federal Food, Drug, 
and Cosmetic Act (21 U.S.C. 321 et seq.). 

The United States is also a party to the Single Convention on Narcotic Drugs, 
an international narcotics control treaty. Parties to the Single Convention 
have agreed to limit production, distribution, and possession of cannabis and 
cannabis resins to authorized medical and scientific purposes (Art. 4). In 
addition to these and other controls. Articles 23 and 28 of the Single 
Convention provide that if a country allows cultivation of the cannabis plant 
for research purposes, the country must establish a national agency to 
control the cultivation and distribution of the crop. Currently, the 
National Institute on Drug Abuse (NIDA), a component of the National 
Institutes of Health (NIH), oversees the cultivation of research-grade 
marijuana on behalf of the United States government. 

An appropriate scientific study of a drug substance requires, among other 
things, that the substance used in the research must have a consistent and 
predictable potency, must be free of contamination, and must be available in 
sufficient amounts to support the needs of the study. NIDA allocates 
resources to cultivate a grade of marijuana that is suitable for research 
purposes. Recently, there has been considerable interest in determining, 
through scientifically valid investigations, whether cannabinoids can provide 
positive medical benefits. In February 1997, an NIH-sponsored wor)?shop 
analyzed available scientific information and concluded that "in order to 
evaluate various hypotheses concerning the potential utility of marijuana in 
various therapeutic areas, more and better studies would be needed. " (ii) Most 
recently, the Institute of Medicine issued a detailed report that supports 
the absolute need for evidence-based research into the effects of using 
marijuana and, in particular, the cannabinoid con^onents of marijuana, for 
patients with specific disease conditions. (iii) Moreover, recent State-level 
public initiatives, including referenda in support of the medical use of 
marijuana, have generated additional interest in the medical community for 
high quality clinical investigation and comprehensive safety and 


http;//grants] .nih.gOv/grants/guide/notice-fIles/not99-09l .html 
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ef rectiveness daCe. 

Against this backdrop are the real concerns regarding the toxicity of smoked 
marijuana. Indeed, the lOM report emphasized that smoked marijuana is a 
crude drug delivery system that exposes patients to a significant number of 
harmful substances and that "if there is any future for marijuana as a 
medicine, it lies in its isolated components, the cannabinoids and their 
synthetic derivatives". As such, the recommended that clinical trials 
should be conducted with the goal of developing safe delivery systems. 

HHS recognizes the need for objective evaluations of the potential merits of 
cannabinoids for medical uses. If a positive benefit is found, HHS also 
recognizes the need to stimulate development of alternative, safer dosage 
forms. Through this document, HHS is announcing procedures that are intended 
to facilitate the research needed to evaluate these pending public health 
questions by making research-grade marijuana available for well-designed 
studies on a cost-reimbursable basis. 

II. Availability of Marijuana for Research Purposes 

> 

To facilitate research on the potential medical uses of cannabinoids, HHS has 
determined that it will make research-grade marijuana available on a cost- 
reimbursable basis, subject to the priorities and conditions described in 
section III, below. 

HHS will also consider the extent to which a proposed study incorporates the 
trial design elements outlined by the participants in the 1997 NIH Workshop. 
Such studies are the most likely to yield high quality, scientifically valid 
data on the safety and effectiveness of cannabinoids. The goal of this 
program must be to determine whether cannabinoid components of marijuana 
administered through an alternative delivery system can meet the standards 
enumerated under the Federal Food, Drug, and Cosmetic Act for commercial 
marketing of a medical product (see e.g., 21 U.S.C. 355). As the lOM report 
stated, "Therefore, the purpose of clinical trials -of smoked marijuana would 
not be to develop marijuana as a licensed drug, but such trials could be a 
first step towards the development of rapid-onset, nonsmoked cannabinoid 
delivery systems." 

III. Elements for Considering Proposed Studies 

The focus of HHS's program is the support of quality research for the 
development of clinically meaningful data. HHS intends to make available a 
sufficient amount of research-grade marijuana to support those studies that 
are the most likely to yield usable, essential data. However, it should be 
noted that NIDA's supply of marijuana is subject to a number of constraints 
associated with the cultivation of a research-grade crop and that the supply 
at times may be variable. 

For protocols submitted by non-NIH funded sources, i.nstitutional peer-review 
is strongly recommended prior to submission to HHS. After submission, the 
scientific merits of each protocol will be evaluated through a Public Health 
Service interdisciplinary review process. This process will take into 
consideration a number of factors, including the scientific quality of the 
proposed study, the quality of the organization's peer-review process, and 
the objectives of the proposed research. For example: 

The extent to which the protocol incorporates the elements of good clinical 
and laboratory research; 

The extent to which the protocol describes an adequate and well-controlled 


hnp;//grants1 .nih.gov/grants/guide/nolice-files/not^-091 .htinl 
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clanicai study to evaluate the safety end effectiveness of mariiuana and itr 
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condition; 

The extent to which the protocol describes! an adequate land well-controlled 
clinical study to evaluate the safety and effectiveness of marijuana and its 
constituent cannabinoids for a use for which there are no alternative 
therapies; 


The extent to which the protocol describes a biophannaceutical study designed 
to support the development of a dosage form alternative to smoking; 

The extent to which the protocol describes high-quality research designed to 
address basic, unanswered scientific questions about the< effects of marijuana 
and its constituent cannabinoids or about the safety or toxicity of smoked 
marijuana. 


In the event 
in the order 

» 

1. Protocols 

2. Protocols 

3. Protocols 


that supplies become limited, marijuana will be made available 
of priority described below. 

that have been reviewed and funded by NIH. 

sponsored or conducted by other governmental organizations, 
sponsored or conducted by other sources. 


The sponsor of a proposed protocol must be able to demonstrate the ability to 
fully reimburse NIDA’s contractor for the cost of research-grade marijuana 
supplied through the completion of the study. In addition, researchers who 
propose to conduct investigations in humans must be able to fulfill the Food 
and Drug Administration’s investigational new drug (IND) requirements and 
must obtain a valid registration from the Drug Enforcement Administration 
(DEA) for research with Schedule 1 drugs. 

IV. Marijuana Trial Design Elements 


A clinical study involving marijuana should include certain core elements, 
many of which reflect recommendations made by the 1997 NIH Workshop. A study 
that incorporates the NIH Workshop recommendations will be expected to yield 
useful data and therefore, will be more likely to be eligible to receive 
marijuana under the HHS program. The full report can be accessed on the 
Internet at http;//www.nih.aQv/news/medmariiuana/MedicalMariiuana .htm . HHS 
will consider if additional guidelines are needed on the essential elements of 
clinical trial design for medical marijuana studies. 


HHS also notes that within each of the categories described in section III, 
preference will be given to those protocols that are designed around specific 
safety or efficacy endpoints. Protocols for open-ended or "ongoing" trials 
that do not include ending dates are not likely to be eligible to receive 
marijuana. In addition, proposed protocols must be determined to be 
acceptable under FDA's standards for authorizing the clinical study of 
investigational new drugs, which state in part; 


FDA's primary objectives in reviewing an IND are, in all phases of the 
investigation, to assure the safety and rights of subjects, and, in Phase 2 
and 3, to help assure that the quality of the scientific evaluation of drugs 
is adequate to permit an evaluation of the drug's effectiveness and safety. 
Therefore, although FDA's review of Phase 1 submissions will focus on 
assessing the safety of Phase 1 investigations, FDA's review of Phases 2 and 
3 submissions will also include an assessment of the scientific quality of 


http://grants 1 .nih.gov/grants/guide/notice-file&'not99-09 ! .html 
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the clinicai investioations and the likelihood thsr the investigations wil] 
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21 CFR 312.22 (a) . 

Finally, HHS intends to direct its program toward multi-patient clinical 
studies. As previously determined by the Public Health Service, single- 
patient requests for marijuana raised a number of concerns including the fact 
that the single-patient IND process would not produce useful scientific 
information and we do not foresee that they would be supported under this 
program. 

V. Procedures for Obtaining Research-Grade Marijuana 

Researchers who intend to conduct clinical studies of marijuana should first 
make an inquiry to NIDA to determine the availability and costs of marijuana. 
Such an inquiry must address the considerations outlined in sections III and 
IV of this document for establishing research priority. 

^Because research-grade marijuana will be provided to researchers on a cost- 
reimbursable basis only, researchers also will be expected to include a plan 
for ensuring timely reimbursement for all costs associated with the 
cultivation and delivery of the marijuana. 

In addition, specific information {including full justification) should be 
provided as to the number and potency of marijuana cigarettes or bulk 
marijuana needed, and the timing of the intended use of the marijuana. This 
information must be updated annually with NIDA in order that adequate 
supplies can be maintained and future needs estimated. Continued provision 
of marijuana is subject to availability and to continued compliance with 
these policies and procedures and with all applicable statutes and 
regulations . 

This information and requests to NIDA concerning availability and costs 
should be sent to: 

Program Administrator 

Drug Supply and Analytical Services 

National Institute on Drug Abuse 

6001 Executive Blvd 

Bethesda, MD 20692 

If NIDA determines that marijuana is available to support the study, NIDA 
will provide the researcher with authorization to reference NIDA’s marijuana 
Drug Master File (DMF) . 

If the researcher is proposing a study in humans, after obtaining the right 
of reference to the WlF, the researcher must proceed through the FDA process 
for filing an IND application under 21 CFR part 312. Information on the 
requirements for obtaining an IND can be found on the FDA web site at 
http; //WWW. fda .oov . 

In addition, all' researchers must obtain from DEA registration to conduct 
research using a Schedule I controlled substance. Information on the 
requirements for obtaining a DEA registration for research with marijuana can 
be obtained following the process outlined in 21 CFR part 1301. 

VI. Implementation 

This procedure will apply to the provision, through NIDA, of marijuana 


http://grantsl.nih.gOv/grants/guide/notice-fjles/not99-091 .html 
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will re-evaluate these procedures periodi'cally and determine within five 
years whether or not the procedures should be continued. Requests for 
marijuana may be submitted prior to that time. Howeved, shipments should not 
be expected before then and definitive information regarding costs may not be 
available until that time. 


i Once implemented, this .document will represent HHS's current approach with 
respect to biomedical research involving marijuana. It does not create or 
confer any rights for or on any person and does not operate to bind HHS or 
the public. An alternative approach may be used if such an approach would 
satisfy all applicable legal requirements. 

ii Workshop on the Medical Utility of Marijuana: Report to the Director, 
National Institutes of Health. National Institutes of Health, 

February 19-21, 1997. 

iii "Marijuana and Medicine: Assessing the Science Base", Institute of Medicine, 
March 17, 1999. 
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I. There is a serious drug problem in this country, and 
marijuana is a much bigger part of the problem than 
most people realize. 


* Marijuana is the most widely us«l illidt drug in America. 
Of the nearly 20 million current illicit drug users. 

14.6 million (about 75 percent} are using marijuana.' 


More young people are 
now in treatment for 
marijuana dependenc\ 
than for alcohol or 
for all other illegal 
drugs combined/^ 


• Of the 7.1 million Americans suffering from illegal drug 
dependence or abuse. 60 percent abuse or are dependent 
on marijuana,^ 

• Of all youth age 12-17 in drug treatment in 2000, nearly 62 
percent had a primary marijuana diagnosis.* Approximately 
half were referred to treatment through the criminal justice 
system and half through other sources, including self-referral.* 

• The average age of initiation for marijuana use generally has been getting younger* 

► Along widi the bad news, however, come signs of improvement (see graph, below); 

> Among 10th graders, past-year and past-month use of marijuana or hashish 
decreased from 2001 to 2002. as did daily use in the past month.' 

► There has been slow but steady progress toward reduced marijuana use rates 
among 8th graders. Their past-year marijuana-use rate of 14.6 percent in 2002 

is the lowest since 1994, and well below their recent peak of 18.3 percent in 1996.* 

► At 30.3 percent for past-year 


Marijuana: Trends in Annual Prevalence of Use by Subgroups 
for Eighth. Tenth, and Twelfth Graders 



marijuana use, 10th graders 
are at their lowest level since 
1995 and somewhat below 
their recent peak of 34.8 
percent in 1997. The past-year 
use rate for 12th graders is 
down, albeit only modestly, 
from 38.5 percent in their 
recent peak year (1997) to 
36.2 percent in 2002.* 


Monitoring the Future. National Survey Remits on Dwg Use. 1975-2(X}2 
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II. Myths and Misperceptions 

Many of the things Americans “know" about marijuana are myths or misperceptions. People need to 
know the trudi about this harmful drug. 


MYTH 1 

Marijuana is harmless. 

Marijuana is far from harmless: in fact, recent scientific findings about the drug are startling. 

Most of the drug treatment for young people in die United States is for marijuana alone. Marijuana 
emergency-room mentions have skyrocketed over the past decade, and the drug is associated with an 
increased risk of developing schizophrenia, even when personality traits and pre-existing conditions 
are taken into account. 

FACTS: 

Health Consequences 

• Marijuana smoke contains 50 percent to 70 percent more carcinogenic hydrocarbons 
than does tobacco smoke." Using marijuana may promote cancer of the respiratory 
tract and disrupt the immune system.” 

• Marijuana smokers have a heightened risk of lung infection.'^ 

• Long-term use of marijuana may increase the risk of chronic cough, bronchitis, 
and emphysema, as well as cancer of the head, neck, and lungs.'* 

• Mentions of marijuana use in emergency room visits have 
risen 176 percent since 1994. surpassing those of heroin.” 

• in 2001 , marijuana was a contributing factor in more than 
1 10,000 emergency department visits in the United States. '® 

• Marijuana can cause the heart rate, normally 70 to 80 beats 
per minute, to increase by 20 to 50 beats per minute or. in 
some cases, even to double.” 

• In a 2003 study, researchers in England found that smoking 
marijuana for even less than six years causes a marked 
deterioriation in lung function. The study suggests that 
marijuana use may rob the body of antioxidants that protect 
cells against damage that can lead to heart disease and cancer.’* 

• Marijuana affects alerbiess, concentration, perception, coordination, and reaction time — 
skills that are necessary for safe driving. A roadside study of reckless drivers in Tennessee 
found that 33 percent of all subjects who were not under the influence of alcohol and who 
were tested for drugs at the scene of dreir arrest tested positive for marijuana." In a 2003 
Canadian study, one in five students admitted to driving within an hour of using marijuana.^’ 


Smofcing marijuana 
leads to changes in the 
brain similar to those 
caused by the use of 
cocaine and heroin.^^ 
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W H A T 


• Marijuana users have more suicidal tiioughts and are fiwr 
times more likely to report symptoms of depression than 
people who never used ttie drug “ 

• The British Medical Journal recently refrarted; "Cannabis 
use is associated with an increased risk of (tewlopii^ 
schizophrenia, consistent with a causal relatwi. TTiis 
association is not explained by use of other ps^hoacth/e 
drugs or personality traits relating to social integration 

Social Consequences 

• Heavy marijuana use impairs the ability of young people to concentrate and retain 
information during their peak learning years. Tetrahydrocannabinol (THC), the main 
active chemical in marijuana, changes the way sensory information gets into and is 
processed by the part of the brain that is crucial for learning and memory.” 

• Animal studies indicate that marijuana use may interfere with brain function and create 
problems with the perception of time, possibly making the user less adept at tasks that 
require sustained attention.® 

• Marijuana use has been associated with poor performance in school. One report 
showed that youths with an average grade of D or below were more than four times as 
likely to have used marijuana in the past year as youths with an average grade of A.® 

• Marijuana users in their later teen years are more likely to have an increased risk of 
delinquency and more friends v\rfio exhibit deviant behavior. They also tend to have 
more sexual partners and are more likely to engage in unsafe sex.” 

Economic Consequences 

• Use of marijuana and other illicit drugs comes at significant expense to society in terms 
of lost employee productivity, public health care costs, and accidents.® 

• Americans spent $10.6 billion on marijuana purchases in 1999.® 
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Foundation reports that 
smoking three or four 
marijuana joints is as 
bad for your lungs 
as smoking 20 tobacco 
cigarettes/^ 
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MYTH 2 

Marijuana is not addictive. 

Marijuana has been proven to be a ps^hologically aldictive drug. Scientists at the National institute 
on Drug Abuse have demonstrated that labc^tt«Y animals will self-administer THC in doses equiva- 
lent to those used by humans \Mto smoke marijuana.® 

FACTS; 

• Marijuana is much more powerful today than it was 30 years ago, and so are its mind- 
altering effects. Average THC levels rose from less than 1 percent in the mid-1 970s to 
more than 6 percent in 2002. Sinsemilla potency increased in the past two decades 
from 6 percent to more ttian 13 percent, with some samples containing THC levels of 
up to 33 percent.** 

• Subjects in an experiment on marijuana withdrawal 
experienced symptoms such as restlessness, loss of 
appetite, trouble with sleeping, weight loss, and shaky 
hands.® 

• According to one study, marijuana use by teenagers 
with prior serious antisocial problems can cpiickiy lead 
to dependence on the drug. The study also found that, 
for troubled teenagers using tobacco, alcohol, and 
marijuana, progression from their first use of marijua- 
na to regular use was about as rapid as their (xogres- 
sion to regular tobacco use. and more rapid than the 
progression to regular use of alcohol.” 


Some heavy users of 
marijuana show signs of 
dependence, developing 
withdrawal symptoms 
when they have not 
used the drug for a 
period of time. 
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MYTH 3 

Youth experimentation with marijuana is inevitable. 


Drug use can be prevented. The majority of young p«^le do not use drugs, and there are proven 
ways to keep kids from starting. Contrary to [Wpular telief, marijuana use is not a rite of passage, 
it is a risky behavior with serious consequences. Every Amo’ican has a role to play in the effort to 
reduce marijuana use — at home and on the job. in ^ihools. places of worship, and civic or social 
organizations. Working together, we can reaffirm healttiy attitudes about marijuana use. 


FACTS: 

• Surveys show that parents are the biggest lnfluer«;e in 
their children's decisions about drug u^." Parents must 
actively engage in educating their children and help tfiem 
make healthy decisions. 

• We know that when we push back against the drug prob- 
lem, it recedes. Marijuana use has been dramatically lower 
in the past — even in the last decade — and it can be 
reduced again.” 


MYTH 4 

Marijuana is not associated with violence, as are drugs like 
cocaine and heroin. The criminalization of marijuana is what leads 
to crime, not the drug itself. 

It's not simply the trafficking of drugs that causes crime at home and abroad. Crime also results 
from the behavior of people who have drug dependencies. 

FACTS: 

• Research shows a link between frequent marijuana use and increased violent 
behavior.* 

• Young people who use marijuana weekly are nearly four times more iikeiy than 
nonusers to engage in violence.® 

• More than 41 percent of male arrestees in sampled U.S. cities tested positive for 
marijuana." 


Contrary to popular 
belief, marijuana use is 
not a rite of passage. 
It is a rislgr behavior 
with serious 
consequences. 
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MYTH 5 

Prisons are filled with non-violent, casual marijuana users. 

Most law enforcement officials would attest ttet simple marijuana users rarely get sent to jail, 
in fact, a substantial number of states and localities rate simple possession of marijuana as a 
misdemeanor, subject only to a small fine. Our prisons are not filled with people whose only crime 
was smoking marijuana. The vast majority of those behind bars for marijuana offenses are 
mid- and large-scale traffickers and distributors. 

FACTS: 

• Less than one percent of all stete ix^ison inmates in 1997 were serving time just for 
marijuana possession (0.7 percent), and only 0.3 percent of marijuana-possession 
offenders were in prison on a first offense.” 

• On the federal level, nearly 98 percent of the 7,991 
offenders sentenced for marijuana crimes in 2001 were 
guilty of trafficking. Only 2.3 percent — 186 people — 
were sentenced for simple possession of marijuana.® 

• The median amount of marijuana involved in the convic- 
tion in federal court of marijuana-only possessitm 
offenders in 1 997 was 1 1 5 pounds. In other words, half 
of all federal prisoners convicted just for marijuana pos- 
session were arrested with quantities exceeding 1 1 5 
pounds,*' 


The vast majority of 
those behind bars for 
marijuana offenses are 
mid- and large-scale 
traffickers and 
distributors. 
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III. The Mission 

Responsible public policy seeks to reduce access to and availability of marijuana. Once people 
know the facts about the drug, it is important diat drey woric to develop a comprehensive 
approach for preventing and reducing its use. Mor80\rer. law enforcement agencies at all levels 
should make it a top priority to intensify detecticm and remwal of marijuana-growing operations. 

• Curbing access to marijuana is a major challenge. A 2001 survey found that 55 percent 
of kids age 12-17 agreed that marijuana would be "fairly easy” or "very easy" to obtain 
and was available from a wide variety of ^wrces.® 

Our responsibility as employers, colleagues, neighbors, family members, and friends is to get the 
marijuana user beyond denial and into effective treatment and lifelong recovery. 

• Reduce the denial gap 

> Of the 5.6 million people who met the criteria for drug dependence and abuse specified 
in the 4th edition of the Diagnostic and Statistical Manual of Mental Disorders in 
2001, 4.6 million (92 percent} did not acknowledge they had a problem."^ 

• Treatment works 

> Federal spending for substance-abuse treatment has risen sharply in recent years, 
increasing from about $2.2 billion in 1993 to nearly $3.3 billion in 2003." 

> The federal government sponsored the Cannabis Youth Treatment Study (CYT),** which 
developed innovative and effective treatment methodologies. 

❖ Using these treatment approaches, the per- 
centage of young people reporting abstinence 
from marijuana use went from 4 percent upon 
entering the study to 13 percent within 3 
months, and to 34 percent after 6 months. The 
percentage of those having no past-month 
symptoms of marijuana abuse or dependence 
went from an initial 19 percent to 39 percent 
within 3 months, and to 61 percent after 6 
months. 

❖ The CYT study found that brief interventions, 
or structured efforts to interrupt and stop an individuals drug use, could be 
very successful, especially with low-severity clients (such as those who are 
not yet dependent). 

❖ The advantage of brief interventions is that they can be carried out in non- 
medical environments by non-medical staff. The screening and brief inter- 
vention approach is currently being used in a variety of settings (such as 
emergency rooms and scwial service agencies), and it has been found to be 
both clinically and cost effective. 


Treatment for 
marijuana is widely 
available in a variety 
of forms. There is no 
“wrong pathway” 
to treatment. 
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► Drug courts, or supervised programs that offer alternatives to incarceration, are a common 
means of providirtg treatoentfordri^ users. Established to handle the growing caseload 
of low-level drug offenses, drug courts separate non-violent users from people charged 
with trafficking and other seiiiws drug crimes. 

❖ Recidivism rates arrong all drug court participants have ranged from 5 per- 
cent to 28 percent; for graduates of drug courts, the recidivism rate is less 
than 4 percent.* 

❖ Drug courts are expanding rapidly, and the federal government is helping 
to fuel diis growth. The President's proposed FY 2004 budget includes an 
increase in drug-rourt funding from the currently enacted $45 million to 
$68 million.® More than 1 ,000 drug courts are in operation around the 
country, and aw)roxjmately 400 are in development. To date, some 300, (WO 
adults and juveniles have enrolled in drug court programs.* 

> Communities can take action now. We urge treatment programs and providers to employ 
these proven methods. For materials and more information, visit www.health.org. 


Related Issues 

7 . Marijuana v. tobacco and alcohol: the case against legalization 

• Alcohol and tobacco pose significant risks, especially to young people. 

• Alcohol and tobacco cost society a great deal every 
year in terms of crime, lost productivity, tragedies, and 
deaths. Why legalize marijuana and add a third drug to 
the current list of licit threats? 

• As a result of legal settlements and vigorous public 
education efforts, many Americans are aware of the 
dangers of dependence and addiction associated with 
alcohol and tobacco use. Even so, alcohol and tobacco 
remain a significant part of the American health problem. 


Why legalize marijuana 
and add a third drug to 
the current list of licit 
threats? 
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2. Gateway theoty 

• A direct cause-and-effect relationship betw^n marijuana use and subsequent use of 
other drugs is hard to prove. Studies ^ow. ho\w\«r. that of the people who have ever 
used marijuana, those who started early are mwe likely to have other problems later 
on. For example, adults who were eaily marijtrana users were found to be; 

>- 8 times more likely to have used c(«aine:*® 

> 1 5 times more likely to have used heroin;* 

► 5 times more likely to develop a need for treabnent of abuse or dependence 
on any'drug.^' 

• The Journal of the American Medical Asa)clation reported a study of more than 300 
sets of same-sex twins. The study found that marijuana-using twins were four times 
more likely than their siblings to use wcaine and crack cocaine, and five times more 
likely to use hallucinogens such as LSD.® 

3. Medica! marijuana 

• Our medical system relies on proven scientific research, not polling results. 

• About 100 years ago, leaders in this country created the U.S. Food and Drug 
Administration (FDA) to make sure that medicine falls under the “safe and effective" 
standard before it is sold on the open market. 

• Research has not demonstrated that smoked marijuana is helpful as medicine.® 

• A component in marijuana — THC — has been approved in pill form by the FDA. it's 
called Marinoi, and though it is not frequently prescribed, the U.S. supports the right of 
doctors to prescribe this drug if they feel it would best serve their patients' needs. The 
U.S. Drug Enforcement Administration (DEA) even lowered the scheduling on Marinoi to 
make it easier for doctors to prescribe the drug. 

• Marijuana smoke contains more than 400 chemicals and increases the risk of cancer, 
lung damage, and poor pregnancy outcomes.® 

• The U.S. continues to support research into the medical efficacy of certain isolated 
properties of marijuana, 

• Even if smoking marijuana makes people "feel better," that is not enough to call it a 
medicine. If that were the case, tobacco cigarettes could be called medicine because 
they are often said to make people feel better. For that matter, heroin certainly makes 
people "feel better" (at least initially), but no one would suggest using heroin to treat a 
sick person, 

• Marijuana use causes precancerous changes in the body similar to those caused by 
tobacco use. Smoking pot delivers 3 to 5 times the amount of tars and carbon monoxide 
into the body, it also damages pulmonary immunity and impairs oxygen diffusion.® How 
could changes such as these be good for someone dying of cancer or AIDS? 
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4. State initiatives 


• Voters at the state and !c«al levels virant to make 
decisions that are appropriate for tiieir cwnmunities, 
but to so so they must have accurate infomiation. 

• Well-financed and organized campaigns have con- 
tributed to the misperception toat marijuana is harm- 
less or may even have heaito benefits. 

• These campaigns are led not by medical profession- 
als or patients-rights groups, but by pro-drug donors 
and organizations in a cynical attempt to exploit the 
suffering of sick people. 

5. The European experience 

• The "nirvana" offered by the Dutch example is extremely dubious; in fact, the Dutch 
government is now reconsidering its laws and policies regarding drugs. 

• Increased availability of marijuana leads to increased use of this and other drugs, 
and it creates additional problems as well; 

>■ After coffee shops started selling marijuana and use of the drug became 
normalized, marijuana use between 1984 and 1996 nearly tripled — from 
15 percent to 44 percent — among 18- to 20-Year-old Dutch youth.* 

> While our nation's consumption of cocaine has decreased by 70 percent over 
the past 15 years, cocaine consumption in Europe (primarily Western Europe) 
has increased.* 


Marijuana is being 
used as a wedge issue 
by a small minority to 
push a political 
agenda calling for 
drug legalization. 
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6. Drug testing in schools 

• Marijuana use affects the growth and develofxnent of 
young minds; it can inhibit students' ability to ojncentrate 
and retain information during the critical learning ^ars. 

• Student drug testing can be an important tool in preventing 
and treating youth drug use. 

• it is important for parents, school officials, and ccmimunity 
leaders to examine the nature and extent of their youth 
drug problem to determine if testir^ is appropriate for their 
schools. 

• The goal of school-based drug testing is not to trap and 
punish students v\^o do drugs. Rather, it is to prevent drug dependence and to help 
drug-using students stop and find treatment before the problem gets worse.“ 

• According to the Journal of Adolescent Health, a school in Oregon that drug-tested 
student-athletes had a rate of drug use that was one-fourth that of a comparable 
school with no drug-testing policy.*® 

• After two years of a drug-testing program. Hunterdon Central Regional High School in 
New Jersey saw significant reductions in 20 of 28 drug-use categories. Cocaine use by 
seniors, for example, dropped from 13 percent to only 4 percent.® 

• Testing provides a way for teens to resist peer pressure.®' 

• Testing helps prevent drug use at a critical time in young people’s lives. Research 
shows a strong link between drug dependence and the age of initiation. If people can 
be prevented from using drugs as teenagers, their chances of experiencing drug prob- 
lems as adults are greatly diminished.® 


Student drug testing 
helps prevent drug use 
at a critical time in 
young people’s lives. 
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A Peek into Pandora’ s Box: 

The Medical Excuse Marijuana Controversy 

Eric A. Voth, MD, FACP 


ABSTRACT. The smoking of marijuana for medicinal applications is a 
volatile and difficult issue for the medical and regulatory communities 
which has reached the forefront of discussions of public policy. 

Any consideration of this issue must take into account the substantial 
toxicity, impurity, and morbidity associated with marijuana use. Several 
states have passed ballot initiatives or legislation that allow a medical ex- 
cuse for possession of marijuana. These initiatives bypass the Food and 
Drug Administration process of proving safety and efficacy, and they 
have created serious regulatory dilemmas for state regulatory boards. 
Several examinations of the issue have consistently drawn question to 
the validity of smoking an impure substance while voicing concern for 
the well being of patients in need. The historical, social, medical, and le- 
gal issues are examined. [A nicte copies available for a fee from TheHaworth 
Document Delivery Service: 1-800-HAWORTH. E-mail address: <docdelivery@ 
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HISTORY 

In 1972, the Department of Justice Drug Enforcement Adminisfration 
(DEA) was petitioned to reschedule marijuana from a Schedule I drug (unable 
to be prescribed, high potential for abuse, not currently accepted for me^cinal 
use, and lack of safety of the drug) to a Schedule 11 drug (high potential for 
abuse, currently accepted for medical use, but able to be prescribed). ' 

This rescheduling petition was initiated by the National Organization for 
the Reform of Marijuana Laws (NORML), Alliance for Cannabis Therapeu- 
tics (ACT), and the Cannabis Corporation of America. It is significant that 
these organizations lobby for the legalization of marijuana and have neither a 
medical base, nor do they represent any accredited or respected medical entity. 

Because of continued controversy surrounding the rescheduling of mari- 
juana, Administrative Law Judge Francis Young was retained by the DEA in 
1988 to rule on the merits of rescheduling marijuana to Schedule II. Judge 
Young ruled that marijuana should be rescheduled to Schedule II for nausea 
associated with cancer chemotherapy and spasticity.^ He concluded, however, 
that insufficient evidence existed to warrant use of crude marijuana for glau- 
coma or other applications. 

The administrator of the DEA ultimately denied the petition to reschedule. 
In the face of extensive expert testimony provided to the DEA which opposed 
the rescheduling of marijuana, the marijuana lobby only produced evidence 
consisting of anecdotes and testimony of a handful of physicians with limited 
or no clinical experience with the medical areas in question. During the re- 
scheduling hearings it became clear that crude, especially smoked, marijuana 
had not been accepted as a medicine by any reputable medical entity. 

The denial of the rescheduling petition by the DEA resulted in an appeal by 
marijuana advocates to the United States Court of Appeals for the District of 
Columbia. In a decision handed down in February 1994^ the Court set forth the 
guidelines that only rigorous scientific proof can satisfy the requirement of 
“currently accepted medical use” (Table 1). Crude marijuana does not meet 
these guidelines. 

TABLE 1 . Criteria for Designation for a Drug to Be Considered a Medicine^^ 

1. The drug's chemistry must be known and reproducible. 

2. There must be adequate safety studies. 

3. There must be adequate and well-controlled studies proving eflicacy. 

4. The drug must be accepted by qmKfied experts, 

5. The scientific evidence must be widely available. 
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Several voter initiatives have been undertaken by marijuana advocates to 
circumvent the FDA process and the DEA scheduling rules. While not actually 
legalizing marijuana for medical use, the initiatives create a “defense to pos- 
session” for those possessing a medical recommendation to use marijuana. 
The ballot initiatives were heavily financed by individuals and organizations 
who seek the legalization of marijuana and other drugs (Table 2, and Appen- 
dix 1). The funding bought media consultants, airtime, and legal expertise. 
While the initiatives were promoted as being “compassionate” for suffering 
patients, they also created legal protection to those claiming medical ailments 
as justification for possession and personal use. 

The danger of such ballot initiatives is that they create an atmosphere of 
“medicine by popular vote” rather than the rigorous processes required by fed- 
eral law that all medicines must undergo. There also exists great concern that 
the movement to accept marijuana for medicinal applications is having the 
secondary effect of softening public attitudes on marijuana use. In the 2002 
election cycle, initiatives in Florida, Michigan, and Ohio ostensibly sought to 


TABLE 2. Examples of Funding for State Marijuana Ballot Initiatives 


Proposition 215 Caiifornia 
(Caiifornia Secretary of State) 

George Soros $550,000 

Peter Lewis $500,000 

John Sperling $200,000 

George Zimmer $100,000 

Life AIDS Lobby $344,750 

TEAMSTERS $195,000 

(ILLEGAL CONTRIBUTION) 

TOTAL $1,889,750 

Proposition 36 California 
George Soros 
Peter Lewis 
John Sperling 

Proposition 200 Arizona 
(Arizona Secretary of State) 


George Soros $430,000 

Drug Policy Foundation $200,000 

Peter Lewis $330,000 

John Speriing $430,000 

Social Policy Reform $100,000 

TOTAL $1,490,000 


$983,080 

$1,026,337 

$1,066,337 


Arizona-2000, HB 2516 
(Arizona Secretary of State) 

As of 11/4/99 

George Soros $105,000 

Peter Lewis $105,000 

John Sperling $105,000 

Massachusetts-Initiative P H4976 
(Mass. Secretary of State) 

As of December 31 , 1 999 
Peter Lewis $122,500 

George Soros $122,500 

John Sperling $122,500 


Arizona 2002 Proposition 203 
Soros $406,467 

Sperling $590,383 

Ohio Drug Treatment Initiative 2002 

Bogus treatment Intiative 
Soros $271,276 

Sperling $271,276 

Lewis $271,276 

Nevada 2002 

$1 .6 million raised, $1 84,000 of this 
from small donors. 
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require treatment for drug-related arrests. Underlying what would be per- 
ceived as a positive change, however, were no controls on what drugs nor what 
criminal acts would be eligible for treatment. Furthermore, the definitions of 
“treatment” were generally quite loose. Even literacy or vocational training 
could have qualified for hard core felons with long-standing drug problems. 
The Florida and Michigan propositions did not require drug abstinence even 
during treatment. All three created a .situation where criminal addicts would 
have statutory preference for treatment over none-criminals and were deemed 
unconstitutional. 

This year, proposals in San Franci.sco and San Diego would require the cit- 
ies to provide marijuana to individuals with medical excuses. This type of ac- 
tion puts the cities in the difficult situation of assessing the validity of excuses, 
the purity of the marijuana, and the potency of the marijuana. It also raises the 
question as to what legal risks the cities would be exposed to if complications 
such as accidents, infections, or other problems which might arise from the 
marijuana provided. 

Recently, the Justice department filed an injunction in United States Di.s- 
trict Court against the Oakland Cannabis Buyers Cooperative in an attempt to 
close down the apparent open dealing of marijuana. This in junction was over- 
turned upon appeal. A subsequent appeal to the United States Supreme Court 
has set the legal tone for the medicinal marijuana issue. The Supreme Court^ 
ruled on May 14, 2001 that the Controlled Substances Act may not be violated 
by the sale of marijuana for medicinal purposes, and that there is no medical 
necessity exception to the Controlled Substances Act’s prohibitions on manu- 
facturing and distributing marijuana. TTic Supreme Court decision will likely 
have a chilling effect on future legislation and litigation regarding the use of 
marijuana for medicinal purposes. 

Serious regulatory questions have also been raised regarding the standard of 
care that have not been adequately dealt with by ballot initiatives (Table 3). 
These questions may serve as a template for regulatory boards who are faced 
with the medical excuse marijuana issue. Unfortunately, regulatory agencies 
have also been handed a difficult situation to assess. 


MEDICINAL APPLICA TIONS OF THC OR MARIJUANA 

Several medical surveys have examined physician attitudes regarding the 
use of marijuana for medicinal purposes. Kleiman and Doblin reported^ that 
48% of the respondents would prescribe marijuana if rescheduled for legal pre- 
scription. Upon closer review, the survey had a low response rate of approxi- 
mately 40%. Respondents only accounted for 9% of practicing oncologists. 
Sixteen percent of those surveyed felt that marijuana was effective in 50% or 
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TABLE 3. Standards to Consider Before Recommending Marijuana (adapted 
from reference 92) 

* Is there documentation that the patient has had failure of all other conventional medica- 
tions to treat his or her ailment? Have you counseled the patient (documented by the patient’s 
signed informed consent) regarding the medical risks of the use of marijuana-at a minimum to 
include infection, pulmonary complications, suppression of immunity, impairment of driving 
skills, and habituation? 

‘ Has the patient misused marijuana or other psychoactive and addictive drugs? 

* Do you periodically provide drug testing of the patient who has been prescribed marijuana, 
and have patients been excluded from being prescribed marijuana who are found to be using 
other illicit drugs? Who does the drug tasting and by what means? 

* Is the use of smoked marijuana part of a study and/or will the monitoring of . that use be 
under the supervision of an investigational review board? 

* Have you carefully reviewed exactly which patients should be allowed to use this drug 
medicinally and for how long? 

‘ Do you carefully examine and consistently follow up patients who use smoked marijuana 
as a medical treatment, including pulmonary function testing, evaluation of immune status, 
and the preseitce of any super infection? 

* Have you exercised due care In assuring the standardization of the tetrahydrocannabinol 
potency content of the marijuana to be considered lor medicinal use and whether it is free of 
microbial contaminants? 

* Because marijuana Is a federally controlled substance, has a system been established 
in the state to track all patients and their source of marijuana, as with other controlled 
substances? Are you complying with such requirements? 

* Will you be required to be licensed by the state or federal government? 

* Have you shown knowledge, training, or certification in addiction medicine? Do you have 
demonstrable knowledge of the physiologic effects of ntarijuana, its side effects, and its inter- 
action with other drugs before prescribing it? 


more of patients. Unfortunately, inaccurate interpretations of this survey were 
widely released, widely publicized by the media, and incorrectly gave the im- 
pression that about half of oncologists generally want smoked marijuana 
available as medicine. 

The author of this survey, Rick Doblin, was a student at Harvard at that 
time. He is also the President of the Multidisciplinary Association for Psyche- 
delic Studies (MAPS). MAPS specializes in trying to gain legal access and sta- 
tus for psychedelic substances and marijuana. Doblin has openly admitted that 
this study was initiated so that the results could be used in the marijuana re- 
scheduling suit against the DEA. 
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Concurrent with Doblin and Kleiman, Schwartz surveyed oncologists in the 
Washington D.C. area^ and determined that pure THC in pill form ranked 
ninth in preference for the treatment of mild nausea and sixth for the treatment 
of severe nausea. It is important to recognize that this form of THC is not 
smoked marijuana. 

Only 12% had recommended THC (by prescription or illegally) for more 
than 50 patients. It was fell that nausea was relieved in only 50% of patients, 
and that 25% had adverse side effects. 

Because of the exclusion of newer antiemetics from the two earlier surveys, 
Schwartz and Voth^ surveyed 1500 clinical adult oncologists in 1994 with a 
75% response rate. Over 88% of respondents had never recommended crude 
marijuana to patients. Twelve percent had ever recommended a marijuana cig- 
arette, and 1 % of the respondents estimated that they had recommended crude 
marijuana more often than 5 times per year. Only 9% said that they would pre- 
scribe crude marijuana more than ten times per year. In contrast, the median 
annual use of the antiemetics ondansetron (Zofran) and granisetron (Kytril) 
was 250 prescriptions. Furthermore, the support of making crude marijuana 
available to patients was strongest among physicians who also supported the 
concept of general legalization of marijuana for recreational use. 

In 1993, Grinspoon published a compilation of anecdotes* which now 
serves as the bible of the “medical excuse marijuana” movement. He suggests 
that marijuana should be used for nausea associated with cancer chemother- 
apy, glaucoma, wasting in AIDS, depression, menstrual cramps, pain, and 
miscellaneous ailments. His anecdotes contained no controls, no standardiza- 
tion of dose, no quality control, and no independent medical evaluation for ef- 
ficacy or toxicity 

The discussion of historical uses of marijuana cited in Grinspoon’s book in- 
clude such cultures as India, Asia, the Middle East, South Africa, and South 
America and are considered by the medical excuse marijuana movement as ev- 
idence of appropriate medical uses of the drug. The Chinese allegedly used 
marijuana to “quicken the mind, induce sleep, cure dysentery, stimulate appe- 
tite, relieve headaches, and cure venereal disease.” One of Grinspoon’s refer- 
ences from 1860 states marijuana provided beneficial medical effects “without 
interfering with the actions of the internal organs.” Such folk medicine appli- 
cations of marijuana from the 1 700s and 1 800s are referenced by the authors as 
evidence justifying the modem medical applications. 

The field of medicine in those earlier years was fraught with potions and 
herbal remedies. Many of those were absolutely useless, or conversely were 
harmful to unsuspecting subjects. This situation gave rise to the development 
and evolution of our current Food and Drug Administration and drug schedul- 
ing processes. 
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Advocates of marijuana contend that the smoking oF marijuana has the ad- 
vantage of providing a rapidly absorbed, litratable dose of THC. While rapid 
absorption could be an advantage in some arenas, neither anecdotal nor con- 
trolled studies have delineated whether anti-emetic qualities appear before, af- 
ter, or concurrent to the intoxicating effects. Indeed, the therapeutic end point 
for successful administration of smoked marijuana has not been established. 

Research on the utility of THC has demonstrated some effectiveness of the 
purified form of the drug in treating nausea associated with cancer chemother- 
apy or appetite stimulation, but even researchers are cautious about using 
smoked substances. Tramer^ evaluated the state of the research on cannabinoids 
and concluded that in selected patients they may be useful as mood enhancing 
agent.s, but serious adverse side effects will likely limit their usefulness. They 
also stated. 

These results should make us think hard about the ethics of clinical trials 
of cannabinoids when safe and effective alternatives are known to exist 
and when efficacy of cannabinoids is known to be marginal, (p. 6) 

An example of the therapeutic benefits of cannabinoids for nausea was 
work by Sallan et al. *0 who dealt with pure THC in the treatment of chemother- 
apy-associated nausea, not smoked marijuana. Chang” tested THC and then 
followed treatment failures with marijuana, thus conclusions regarding effec- 
tiveness cannot be readily attributed to either THC or crude marijuana. Levitt 
et al.*2 actually determined that purified THC was more effective than smoked 
marijuana. 

Vinciguerra et al.” found that smoked marijuana had some beneficial effect 
for nausea in patients who had failed other conventional forms of antiemetic 
therapy. Responders tended to have had prior marijuana experience. This 
study was uncontrolled and patients’ self-evaluated results. Smokers were re- 
quired to inhale deeply, hold the smoke for ten seconds, and then smoke four 
cigarettes completely each day of chemotherapy. Twenty-five percent refused 
to smoke the marijuana. Over 20% of the subjects dropped out of the smoking 
group prior to the end of the study and 22% of the remaining subjects reported 
no benefit from smoking marijuana. Dosing was also variable because of the 
fact that the dose was rounded to the nearest one-fourth marijuana cigarette 
and no THC levels were checked for consistency of dose response. 

Mattes et al.''* evaluated oral and rectal suppository preparations of THC in 
comparison to smoked marijuana for appetite stimulation. All of the study sub- 
jects were experienced marijuana users thus accounting for a relatively high 
drug acceptance. Smoked marijuana was no more effective than suppository 
THC in stimulating appetite as measured by caloric energy intake. Rectal sup- 
positories and oral THC were dosed at 2.5 mg twice daily. Smoking marijuana 
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required the subjects to inhale over 3 seconds, hold the smoke deeply in their 
lungs for 12 seconds, and then continue the process until the cigarette was 
smoked to a stub. The plasma THC levels peaked more quickly with the in- 
haled THC, but also fell more quickly, whereas the suppository THC main- 
tained a more sustained level. 

Several comprehensive reviews have been undertaken to assess the potential 
medical uses of marijuana. Voth and Schwartz extensively reviewed available 
therapies for chemotherapy associated nausea, glaucoma, multiple sclerosis, 
and appetite stimulation''’ and concluded that no compelling need exists to 
make crude marijuana available as a medicine for physicians to prescribe. 
They recommended that the most appropriate direction for cannabinoid re- 
search is to research specific cannabinoids or synthetic analogs rather than 
pursuing the smoking of marijuana as a way to deliver THC. 

Former Assistant Secretary of Health Lee'^ at the request of Congress solic- 
ited opinions from investigators at the National Institute on Allergy and Infec- 
tious Diseases, who commented on the AIDS wasting syndrome; the National 
Cancer Institute which commented on the use of marijuana as an antiemetic in 
cancer chemotherapy; the National Eye Institute which commented on mari- 
juana’s use in glaucoma; and the National Institute for Neurological Disorders 
and Stroke which commented on marijuana’s role as an antispasticity drug in 
multiple sclerosis. 

The summary opinion stated: 

This evaluation indicates that sound scientific studies supporting these 
claims are lacking despite anecdotal claims that smoked marijuana is 
beneficial. Scientists at the National Institutes of Health indicate that af- 
ter carefully examining the existing preclinical and human data, there is 
no evidence to suggest that smoked marijuana might be superior to cur- 
rently available therapies for glaucoma, weight loss associated with 
AIDS, nausea and vomiting associated with cancer chemotherapy, mus- 
cle spasticity associated with multiple sclerosis, or intractable pain. 

The National Institutes of Health reconsidered this issue in 1997'^ and has 
called for further research into alternate delivery systems for pure THC as well 
as research into the comparative efficacy of marijuana with newer available 
medicines which have added heightened efficacy to medication regimes. The 
summary also expressed concern over pulmonary, neuro, and immunotoxicity 
of cannabis. 

In 1997 the White House Office of National Drug Control Policy commis- 
sioned the National Academy of Science, Institute of Medicine (lOM) to eval- 
uate the utility of marijuana for medicinal applications.*® The study concluded 
(Table 4) that the challenge for future research will be to find cannabinoids 
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TABLE 4. Institute of Medicine (lOM) Recommendations^^ 

Recommendation 1 : Research should continue into the physiological effects of synthetic and 
plant-derived cannabinoids and the natural function of cannabinoids found in the body. . 
Because different cannabinoids appear to have different effects, cannabinoid research 
should include, but not be restricted to, effects attributable to THC alone. Scientific data indi- 
cate the potential therapeutic value of cannabinoid dnjgs for pain relief, control of nausea and 
vomiting, and appetite stimulation. This value would be enhanced by a rapid onset of drug 
effect. 

Recommendation 2: Clinical trials of cannabinoid drugs for symptom management should be 
conducted with the goal of developing rapid-onset, reliable, and safe delivery systems. 

The psychological effects of cannabinoids are probably important detenninants of their poten- 
tial therapeutic value. They can influence symptoms indirectly which could create false 
impressions of the drug effect or be beneficial as a form of adjunctive therapy. ' 

Recommendation 3; Psychological effects of cannabinoids such as anxiety reduction and se- 
dation, which can influence perceived medical benefits, should be evaluated in clinical trials. 
Numerous studies suggest that marijuana smoke is an important risk factor in the develop- 
ment of respiratory diseases, but the data that could conclusively establish or refute this 
suspected link have not been collected. 

Recommendation 4: Studies to define the individual health risks of smoking marijuana should 
be conducted, particularly among populations In which marijuana use is prevalent. 

Because marijuana is a crude THC delivery system that also delivers harmful substances, 
smoked marijuana should generally not be recommended for medical use. Nonetheless, 
marijuana is widely used by certain patient groups, which raises both safety and efficacy issues. 

Recommendation 5: Clinical trials of marijuana use for medical purposes should be 
conducted under the following limited circumstances; trials should involve only short-term 
marijuana use (less than six months); be conducted in patients with conditions for which there 
is reasonable expectation of efficacy; be approved by institutional review boards; and collect 
data about efficacy. 

If there is any future for marijuana as a medicine, it lies in its isolated conrponenis, the 
cannabinoids and their synthetic derivatives. Isolated cannabinoids will provide more reliable 
effects than crude plant mixtures. Therefore, the purpose of clinical trials of smoked marijuana 
would not be to develop marijuana as a licensed drug, but such trials could be a first step 
towards the development of rapid-onset, non-smoked cannabinoid delivery systems. 

Recommendation 6: Short-term use of smoked marijuana (less than six rnonths) for patients 
with debilitating symptoms (such as intractable pain or vomiting) must meet the following 
conditions; 

* failure of all approved medications to provide relief has been documented; 

* the symptoms can reasonably be expected to be relieved by rapid-onset cannabinoid 
drugs; 

* such treatment is administered under medical supervision in a manner that allows for 
assessment of treatment effectiveness; 

* and involves an oversight strategy comparable to an institutional review board process 
that could provide guidance within 24 hours of a submission by a physician to provide 
marijuana to a patient for a specified use. 
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which enhance therapeutic benefits while minimizing side effects such as in- 
toxication and dysphoria. Useful delivery systems for isolated or synthetic 
cannabinoids could include nasal sprays, metered dose inhalers, transdermar 
patches, and suppositories. The future for medicinal applications of cannabinoids 
and whether cannabinoids are equal or superior to existing medicines remains^ 
to be determined, but the lOM evaluation is particularly clear on the smoking 
of marijuana; 

If there is any future for marijuana as a medicine, it lies in its isolated 
components, the cannabinoids and their synthetic derivatives. Isolated 
cannabinoids will provide more reliable effects than crude plant mix- 
tures. Therefore, the purpose of clinical trials of smoked marijuana would 
not be to develop marijuana as a licensed drug, but such trials could be a 
first step towards the development of rapid-onset, non-smoked canna- 
binoid delivery system. 

The advocates for marijuana would have the public and policy makers in- 
correctly believe that crude marijuana is the only treatment alternative for 
large populations of patients who ait inadequately treated for the nausea asso- 
ciated with chemotherapy, glaucoma, multiple sclerosis, and other ailments. 
Numerous effective medications are however currently available for condi- 
tions such as nausea. To date, no compelling data substantiates the existence of 
significant numbers of marginally treated or untreated patients for the mala- 
dies which marijuana is advanced. 


MEDICAL COMPUCA TIONS OF MARIJUANA USE 

Marijuana continues to be widely used in our society. While its use declined 
in the late 1 980s and early 1 990s, a trend toward increasing use has recently be 
seen in high school students'® (Table 5). Marijuana remains the most fre- 
quently used illegal drug. The chronic use of marijuana has now been demon- 
strated to be associated with higher utilization of the health care system and 
associated cost,^® a long suspected phenomenon. 

The negative side effect profile of marijuana far exceeds most of the other 
effective agents available. In the studies performed to examine THC for che- 
motherapy-associated nausea, elderly patients could not tolerate the drug well. 
Chronic, daily doses of the drug would be necessary to treat many of the pro- 
posed medical conditions. This would unnecessarily expose the patients to the 
toxic effects. 

Mental, affective, and behavioral effects arc the most easily recognized 
consequences of acute and chronic marijuana use. Concentration, motor coor- 
dination, and memory-' are all adversely impacted. 
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TABLE 5. Drug Use Rates-Marijuana^^ 
PERCENT OF HIGH SCHOOL SENIORS USE OF MARIJUANA 



1978 

1986 

1987 

1988 

1991 

1992 

1993 

1994 

1995 

2000 

LAST 12 Mo. 

50.2 

39 

36 

33.1 

23.9 

21.9 

26 

30.7 

35 

36.5 

LAST 30 DAYS 

37.1 

23.4 

21 

18 

13.8 

11.9 

15.5 

19 

21.2 

21.6 

DAILY 

10.7 

4.0 

3.3 

2.7 

2.0 

1.9 

2.4 

3.6 

4.6 

6.0 


The ability to perform complex tasks, such as flying^^'^^ is impaired even 
24 hours after the acute intoxication phase. The association of marijuana use 
with trauma and intoxicated motor vehicle operation is also well established.^*'^^ 
Evaluations-^'’ of the effect of marijuana on driving have determined that the 
combination of blood alcohol concentrations (BAC) of 0.07 and marijuana at 
100 pg/kg gave effects similar to BAC alone of 0.09. Blood alcohol concentra- 
tions of 0.07 and marijuana levels of 200 pg/kg demonstrated effects similar to 
a BAC alone of 0. 1 4 when measuring reaction time, on-road performance, and 
vehicle following. The study concluded, “Under marijuana’s influence, driv- 
ers have reduced capacity to avoid collisions if confronted with the sudden 
need for evasive action.” A second related study found that BAC of .05 com- 
bined with moderate marijuana had significant drop in the visual search fre- 
quency, This is of central importance in an ambulatory environment where 
patients may smoke marijuana and then drive automobiles. 

Several biochemical models have demonstrated abnormal changes in brain 
cells, brain blood flow, and evidence of brain wave changes. Pathologic 
behavior such as psychosis is also associated with marijuana use.^’’^^ Solowij 
et al. reported that the ability to focus attention and filter out irrelevant infor- 
mation was progressively impaired with the qumber of years of use, but was 
not related to the frequency of use.'’® Solowij also determined in a separate re- 
port that even among ex-cannabis smokers, the inability to reject complex ir- 
relevant information persisted despite a mean abstinence of two years from 
marijuana use.'” 

In an examination of college students,^^ daily use of marijuana was associ- 
ated with impairment of “executive functions” such as learning of lists, 
perseverations, and attention. In that study, heavy use was defined as use only 
29 out of the last 30 days which could have actually been as little as one time 
daily. 

Positron scanning'’^ of subjects whose mean use of marijuana was 17 times 
per week for last 2 years found lower blood flow in a large region of the poste- 
rior cerebellum. Not only does this have implications on motor coordination 
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and function, but also cognition, timing, processing sensory information, and 
attention. 

Despite arguments from marijuana advocates to the contrary, marijuana is a 
dependence-producing drug. Strangely, in the course of the DEA rescheduling 
hearings, the marijuana petitioners admitted that “marijuana has a high potential 
for abuse and that abuse of the marijuana plant may lead to .severe psychologi- 
cal or physical dependence" (2). This dependence and associated “addictive” 
behaviors have been well de.scribed in the marijuana literature.'*'*'^^ Marijuana 
dependence consists of both a physical dependence (tolerance and subsequent 
withdrawal) and a psychological dependence. Withdrawal from marijuana has 
been demonstrated in both animals''*^ and humans.'*’ 

The gateway effect of marijuana along with tobacco and alcohol is also well 
established in research.^^-^^ The use of cocaine and heroin is virtually always 
preceded by marijuana. Kandel and co-workers have pioneered research in this 
area and continue to find clear evidence of a gateway phenomenon. Golub 
and Johnson contends that the importance of marijuana as a gateway drug has 
actually increased in recent years.^® 

While the dependence producing properties of marijuana are probably a 
minimal issue for chemotherapy associated nausea when treatment is required 
short term or sporadically, it is a major issue for the chronic daily use neces- 
sary for glaucoma, AIDS wasting syndrome, and other alleged chronic appli- 
cations. 

The respiratory difficulties associated with marijuana use preclude the in- 
haled route of administration as a medicine. Smoking marijuana is associated 
with higher concentrations of tar, carbon monoxide, and carcinogens than are 
found in cigarette smoking.^^ Marijuana adversely impairs some aspects of 
lung function and causes abnormalities in the respiratory cell lines from large 
airways to the alveoli. Marijuana smoke causes inflammatory changes in 
the airways of young people that are similar to the effects of tobacco.®^ In addi- 
tion to these cellular abnormalities and consequences, contaminants of mari- 
juana smoke are known to include various pathogenic bacteria and fungi.^*’^® 
Those with impaired immunity are at particular ri.sk for the development of 
disease and infection when these substances are inhaled. 

The effects of marijuana on the unborn were long suspected after original 
Studies in Rhesus monkeys demonstrating spontaneous abortion. While these 
afe insignificant issues for terminal cancer patients, they are serious issues for 
young women potentially using marijuana for migraines or dysmenorrhea. 

Exposure to marijuana during pregnancy,^ is associated with changes in 
size, weight, and neurologic abnormalities in the newborn. A very alarming as- 
sociation also exists between maternal marijuana use and the development of 
non-lymphocytic leukemia in offspring.^^"^* Additionally, hormonal function 
in both males and females is disrupted.^^ ®^ The potential for hormonal abnor- 
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malities in the unborn is undetermined, but real. Day et al. identified a negative 
efl'ect on intelligence parameters among three year olds when mothers used 
marijuana during the first and second trimesters of pregnancy.*'* Dahl et al. 
have discovered sleep disruption among three year olds when exposed during 
pregnancy.*-'* Consistent with the reports of delayed performance, Fried*® re- 
ported that children exposed in utero demonstrate increased behavioral prob- 
lems, language comprehension, sustained attention, and memory at age 4. 

One of the earliest findings in marijuana research was the effect on various 
immune functions, which is now evidenced by an inability to fight herpes in- 
fections and the discovery of a blunted response to therapy for genital warts 
during cannabis consumption.*^'** Abnormal immune function is, of course, 
the cornerstone of problems associated with HIV. The use of chronic THC in 
smoked form for AIDS wasting not only exposes the patient to unnecessary 
pathogens, but also risks further immunosuppression. Evaluation of the effect 
of THC on NK-kB has suggested a possible effect on the HIV genome.*^ In 
chronic use or use in populations at high risk for infection and immune sup- 
pression, the risks are unacceptable. 


LOOKING TOWARD THE FUTURE 

Bypassing the usual safety and efficacy process of the FDA is a dangerous 
and unnecessary precedent which widely enhances the availability and accep- 
tance of marijuana. Smoking an impure and toxic substance is of questionable 
value in the modem medical armamentarium. It is no more reasonable to con- 
sider crude marijuana a medical treatment than it is to consider tobacco as 
medicine. 

If marijuana is to be examined for medicinal applications, rigorous research 
protocols should be focused on pure THC or other cannabinoids rather than 
crude forms of marijuana. Examples could include the formulation of rectal 
suppository or aerosol forms, nasal inhalers, or transdermal delivery systems 
of dronabinol. An exciting new arena of THC analogs and syrithetic canna- 
binoids may yet produce cannabinoid-like substances which enhance efficacy 
while having minimal or no toxicity.^® Naturally occurring substances with 
medicinal value are well known to medicine. Substances such as Digitalis are 
found in foxglove plant, but modem medicine either purifies or synthesizes 
such substances to create pure and reliable medicine. The same can be done for 
the therapeutically beneficial cannabinoids found in marijuana. 

While recognizing that there may exist a small group of inadequately 
treated patients for whom isolated or synthetic cannabinoids may be benefi- 
cial, the general use of crude or leaf marijuana for medicinal purposes cannot 
be supported except in highly circumscribed, controlled, research settings. 
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Regulatory agencies have a critically important role in the examination of the 
use of marijuana. They have, unfortunately, been handed a difficult problem to 
monitor, which has emerged from an atmosphere of “medicine by popular 
vote.” The use of marijuana in states who allow it needs to be tempered by 
careful patient selection and monitoring. Unless marijuana were approved as a 
safe and effective treatment by the FDA, allowing it to be used as a medicine is 
a step backward to the times of potions and herbal remedies. 
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APPENDIX 1 . Slates Adopting Medical Excuse Marijuana 

Arizona* Nevada*** 

Alaska Oregon 

California** Washington 

Colorado Hawaii**** 

Maine Maryland***** 

* Arizona Proposition 203 (a follow up to prop 200) in 2002 was voted down. 
It decriminalized up to 2 ounces of marijuana possession. If an individual 
could produce a recommendation from any type of health-related provider, the 
department of public safety (i.e., state police) would have been required to pro- 
duce marijuana out of seized stores. 

** Proposition 2 1 5 allows marijuana to be used with a recommendation from a 
physician. The subsequent initiative. Proposition 36, prohibits incarceration of 
Erst and second offenders. The California initiative will only allow 30 days in 
jail maximum for offenders beyond the first and second offense. Prop. 36 spe- 
cifically prohibits any funding for drug testing, choosing instead to trust drug 
addicts to hold themselves accountable; prohibits payment for any treatment 
over 1 2 months; does not provide funding for treatment programs to help ad- 
dicts in California prisons. Since the initiation of Prop 36, courts have been 
flooded with addicts electing “treatment.” Forty percent of the defendants who 
opted for rehabilitation failed to appear or dropped out of treatment programs 
in the first 6 months of the initiative. 

***Nevada 2002 voters rejected an initiative to legalize marijuana posses- 
sion. 

****Hawaii legislature passed defense to possession legislation. 
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***** May 22, 2003. The new law was passed by the legislature and does not 
legalize marijuana, but reduces the penally to a maximum $100 fine with no 
Jail time if defendants convince a judge they need marijuana for medical rea- 
sons. 
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Prevalence of Marijuana Use Disorders 
in the United States 

1991-1992 and 2001-2002 


Context Among illicit substance use disorders, marijuana use disorders are the most 
prevalent in the population. Yet, information about the prevalence of current Diag- 
nostic and Statistical Manual of Mental Disorders, Fourth Edition (DSM-IV) mari- 
juana use disorder and how prevalence has changed is lacking. 

Objective To examine changes in the prevalence of marijuana use, abuse, and de- 
pendence in the United States between 1991-1992 and 2001-2002. 

Design, Setting, and Participants Face-to-face interviews were conducted in 2 
large national surveys conducted 10 years apart: the 1991-1992 National longitudi- 
nal Alcohol Epidemiologic Survey ({NLAES] n=42862) and the 2001-2002 National 
Epidemiologic Survey on Alcohol and Related Conditions ([NESARC3 n=43093). 
AAain Outcome Measures Rates of past year marijuana use, abuse, and depen- 
dence. 

Results Among the adult US population, the prevalence of marijuana use remained 
stable at about 4.0% over the past decade. In contrast, the prevalence of DSM-IV 
marijuana abuse or dependence significantly {P=.01) increased between 1991-1992 
(1.2%) and 2001-2002 (1.5%), with the greatest increases observed among young 
black men and women (P<.001) and young Hispanic men (P=: ,006). Further, mari- 
juana use disorders among marijuana users significantly increased (P = .002) in the ab- 
sence of increased frequency and quantity of marijuana use, suggesting that the con- 
comitant increase in potency of delta-9-tetrahydrocannabinol (A®-THC) may have 
contributed to the rising rates 

Conclusions Despite the stability in the overall prevalence of marijuana use, more adults 
in the United States had a marijuana use disorder in 2CX)1-2002 than in 1991-1992, In- 
creases in the prevalence of marijuana use disorders were most notable among young 
black men and women and young Hispanic men. Although rates of marijuana abuse and 
dependence did not increase among young white men and women, their rates have re- 
mained high. The results of this study underscore the need to develop and implement 
new prevention and intervention programs targeted at youth, particularly minority youth. 
JAMA. 2004:291:2114-2121 www jama, com 
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M arijuana has been the 
most common illicit sub- 
stance used in the United 
Stales for several de- 
cades.*'^ Understanding changes in the 
use of marijuana over lime is important 
for a number of reasons. Marijuana use 
IS associated with impaired educational 
attainment,’ reduced workplace produc- 
tivity,’ and increased risk of use of other 
substances.’ Marijuana use plays a ma- 
jor role in motor vehicle crashes'^ and has 
adverse effects on the respiratory and car- 
diovascular systems.’’''' 

Marijuana use also Is a necessary, al- 
though not a sufficient, condition for 
developing marijuana abuse and de- 
pendence as defined in the Diagnostic 
and Statistical Manual of Mental Disor- 
ders, Fourth Edition (DSM-IV), which 
are clear indicators of problems in and 
of themselves," Marijuana abuse is de- 
fined in the DSM-IV as repeated in- 
stances of use under hazardous condi- 
tions; repeated, clinically meaningful 
impairment in social/occupational/ 
educational functioning, or legal prob- 
lems related to marijuana use. Mari- 
juana dependence is defined in the 
DSM-IV as increased tolerance, com- 
pulsive use, impaired control, and 
continued use despite physical and psy- 


chological problems caused or exacer- 
bated hy use. Beyond the seriousness 
of these disorders in their own right, 
marijuana abuse and dependence in- 
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crease the risk of other serious conse- 
quences, most significantly, major 
mood, anxiety, and personality psy- 
chopathology.'^''’ 
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Despite the seriousitess of DSM-IV 
marijuana abuse and dependence, no 
long-term trend information is avail- 
able about whether the prevalence of 
these disorders is increasing, decreas- 
ing, or remaining stable in the United 
States. Such information was recently 
added to the National Household Sur- 
vey on Drug Abuse, but this has only 
been since 2000.' For public health 
efforts, accurate information on 
changes in potentially vulnerable 
groups may highlight the need for 
focused planning on both a national 
and local level and form the basis of 
rational, scientifically based preven- 
tion and intervention programs. The 
current study was designed, in pan, to 
address this gap. 

To assess changes in marijuana use, 
abuse, and dependence in the US popu- 
lation, we compared data from the 1991- 
1992 National Longitudinal Alcohol Epi- 
demiologic Survey ([NLAESl n»42862) 
and the 2001-2002 National Epidemio- 
logic Survey on Alcohol and Related 
Conditions ( [NE.SARC1 n*43093).”-'" 
Both surveys were conducted by the N^a- 
lional Institute on Alcohol Abuse and Al- 
coholism (NIAAA). Because changes in 
the prevalence of marijuana use may not 
reflect changes in the prevalence of mari- 
juana use disorders, rates are pre- 
sented separately for marijuana use and 
abuse or dependence in the total popu- 
lation, To assess the risk of marijuana 
abuse or dependence independent of 
these baseline rates, conditional rales of 
past-year marijuana abuse or depen- 
dence among users also are presented. 

METHODS 

Samples 

Both the 1991-1992 NLAES and the 
2001-2002 NESARC are nationally rep- 
resentative samples of the adult popu- 
lation of the United States and have 
been described in detail elsewhere.'^-'* 
The target population for eacli survey 
was the civilian nonlnstitulionalized 
population, 18 years and older, resid- 
ing in the United States. The field- 
work for both studies was conducted 
by the US Census Bureau, under the 
direction of NIAAA staff. For the 


NESARC, the overall survey response 
rate was 81% and for the NLAES, 90%. 

The NESARC’s sample consisted of 
655 primary sampling units (PSUs); 
however, in the final NESARC data- 
file, only 433 PSUs are shown because 
smaller PSUs were collated to mini- 
mize disclosure risks. The NLAES 
sample consisted of 198 PSUs. Over- 
sampling of blacks andfUspanics in the 
NESARC and of blacks in the NLAES. 
completed at the design phase, in- 
creased the proportion of each of these 
groups in the total samples. In the fi- 
nal selection phase, I individual was 
randomly selected from a list of per- 
sons living in the household. At this 
stage of the survey, young adults (ages 
18-24 years in the NESARC and ages 
1 8-29 years in the NLAES) were over- 
sampled at a rale of 2.25: 1 .00. 

The complex sampling design neces- 
siuued weighting the data from both sur- 
veys to reflect the probability of the fol- 
lowing; selection of a PSU within 
stratum, selection of housing units 
within the sample PSU, oversampling of 
young adults, and nonresponse at the 
household and person levels. The 
NESARC data were also adjusted to re- 
duce the variance arising from select- 
ing 2 PSUs to represent an entire stra- 
tum. The weighted data for both groups 
were then adjusted to be representative 
of (he US population fora variety of so- 
cioeconomic variables including re- 
gion, age, sex, and race/eihniciiy u.sing 
the Decennial Census of Population and 
Housing (1990 for the NLAES and 2000 
for the NESARC). All potential NE- 
SARC respondents were informed in 
writing about the nature of the survey, 
the statistical uses of the sur\'ey data, 
the voluntary aspect of their par- 
ticipation, and the federal laws that rig- 
orously provided for the strict con- 
fidentiality of the identifiable survey 
information. Those respondents con- 
sen ting to participate after receiving this 
information were interviewed. The re- 
search protocol, including informed con- 
sent procedures, received full ethical re- 
view and approval from the US Census 
Bureau and US Office of Management 
and Budgei. 


Interviewers and Training 

All interviews for both the NLAES and 
NESARC were conducted by profes- 
sional interviewers from the US Cen- 
sus Bureau. On average, the 1000 
NLAES and 1800 NESARC interview- 
ers had 5 years of survey administra- 
tion experience. All completed a 5-day 
self-study course followed by a 5-day in- 
person training session at one of the US 
Census Bureau’s 12 regional offices. 

Quality of interviewing was en- 
sured by regional supervisors who re- 
contacted a random 1 0% of all respon- 
dents by telephone and reasked a set of 
30 questions from different parts of the 
interview to verify answers. 

Diagnostic Assessment 

All diagnoses in the NLAES and NE- 
SARC were made according to the cri- 
teria of the DSM-IV using the NIAAA 
Alcohol Use Disorder and Associated Dis- 
abilities Interview Schedule-DSM-IV Ver- 
sion (AVDADIS-IV), a fully structured 
diagnostic interview designed for use 
by professional interviewers who are 
not clinicians,'^ Although the DSM-IV 
clas.sificaiion was not published until 
1994. proposed diagnostic criteria for 
DSM-IV marijuana abuse and depen- 
dence were published by the Ameri- 
can Psychiatric Association prior to the 
fieldwork for the NLAES and were in- 
corporated into the AUDADIS-IV in 
their entirety,'® What was not known 
at the lime was which diagnostic cri- 
teria would be assigned to the abuse or 
dependence categories. However, since 
all proposed DSM-IV diagnostic crite- 
ria had been incorporated into the 
Al/DADIS-IV, computer algorithms 
were able to produce diagnoses of abuse 
and dependence that accurately repre- 
sented the placement of the criteria 
within abuse and dependence catego- 
ries of the final DSM-IV revision. 

The NI-AES and NESARC included 
the same core questions to assess mari- 
juana abuse and dependence. One mi- 
nor difference is that, in the NLAES, du- 
ration associated with a particular 
criterion w'as assessed separately from 
the criterion itself. For example, if a re- 
spondent endorsed a particular criie- 
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rion symptom for marijuana, the next 
question asked whether that criterion 
had happened more than once with 
marijuana. In the NESARC, duration as- 
sociated with marijuana abuse and de- 
pendence criteria was embedded di- 
rectly into the symptom questions. 
Another difference is that, in the 
NLAES, the AUDADIS-IV was admin- 
istered using a paper-and-pencil instru- 
ment, while in the NESARC, the 
A UDADIS-IV was computerized and re- 
sponses were entered directly into lap- 
top computers. However, in both stud- 
ies, all questions were asked by highly 
trained interviewers. Thus, the com- 
puterization did not change the way 
respondents were exposed to the ques- 
tions. 

In the Al/DADfS-lV, symptom ques- 
tions associated with D5M-/V abuse and 
dependence were asked separately for 
marijuana and each other substance. 
Consistent with DSM-fV, past-year di- 
agnoses of marijuana abuse required a 
respondent to report at least 1 of the 4 
criteria of marijuana abuse within the 
12 months prior to the interview, 
These included recurrent marijuana use 
resulting in failure to fulfill major role 
obligations, recurrent marijuana use in 
physically hazardous situations, recur- 
rent marijuana-related legal prob- 
lems, and continued marijuana use de- 
spite having persistent or recurrent 
social or interpersonal problems caused 
by or exacerbated by use. The diagno- 
sis of marijuana dependence required 
that at least 3 criteria from a list of 6 
during the preceding 12 months be met; 
(1) need for Increased amounts of mari- 
juana to achieve the desired effect or 
markedly diminished effect with con- 
tinued use of the same amount of mari- 
juana; (2) using marijuana in larger 
amounts or over a longer period than 
intended; (3) persistent desire or un- 
successful efforts to cut down or re- 
duce marijuana use; (4) a great deal of 
lime spent obtaining, using, or recov- 
ering from the effects of marijuana; (5) 
giving up important social, occupa- 
tional, or recreational activities in fa- 
vor of using marijuana; and (6) con- 
tinued marijuana use despite persistent 


or recurrent physical or psychological 
problems caused or exacerbated by use. 

Consistent w'ith the DSM-IV, diag- 
noses of marijuana abuse and depen- 
dence were mutually exclusive. A mari- 
juana dependence diagnosis preempts 
a diagnosis of marijuana abuse. Thus, 
respondents classified with marijuana 
abuse had marijuana abuse only, and 
resptmdenis classified as dependent in- 
cluded those who were dependent with 
and wiiltoui abuse. Because the DSM-JV 
does not include specific criteria for 
marijuana withdrawal, no criterion for 
marijuana withdrawal is included in the 
diagnosis and the typical list of 7 
DSAf-lV dependence criteria is re- 
duced to 6 criteria for marijuana. While 
a number of studies have indicated that 
a withdrawal syndrome can be de- 
fined and assessed for marijuana. 
this point has not yet been fully re- 
solved. Our method of diagnosing mari- 
juana dependence is therefore consis- 
tent with the DSM-fV in its current 
standard form. 

The reliability and validity of the AU- 
DADiS-lV are well documented in nu- 
merous national and international psy- 
chometric studies conducted in clinical, 
and particularly in general, popula- 
tion studies, the population for w-hich 
it was designed.-' The psychometric 
properties of the Al/DADlS-JV alcohol 
and drug modules also were shown to 
be good in numerous countries in the 
World Health Organizaiion/National 
InstiiutesofHeahh joint Project on Re- 
liabriiiy and Validity." ’' 

Data Analysis 

To account for the complex sample de- 
signsofboih the NLAESandNESARC, 
SUDAAN software was used to esti- 
mate standard errors of all prevalence 
estimates in both studies across sex. age, 
and race-ethnic subgroups of the popu- 
lation." Prevalence estimates and stan- 
drad errors, derived separately for the 
NLAES and NESARC, were compared 
using I tests designed for independent 
samples. To take into account the sam- 
pling design, all standard errors of the 
prevalence estimates were calculated us- 
ing SUDAAN, a software program that 


uses Taylor series linearization to make 
adjustments for weighted data. In all 
cases, results are not displayed when 
standard errors are greater than or equal 
to 50% of the weighted prevalence be- 
cause these are too imprecise to be re- 
liable. 

RESULTS 

Past-Year Marijuana Use 

Past-year marijuana use was reported 
by 4.0% of the respondents in the 1 991 - 
1992 NLAES and 4.1% of the respon- 
dents in the 2001-2002 NESARC 
(Table 1). Marijuana use did not sig- 
nificantly increase in the full sample or 
among males or females, or among 
whites, blacks, or Hispanics overall. 
However, some subgroups did show 
significant increases and no sub- 
groups showed significant decreases. In- 
creased rates of marijuana use were ob- 
served among 18- to 29-year-old black 
and Hispanic women. The prevalence 
of marijuana use also increased signifi- 
cantly over the last decade among 45- 
10 64-year-old men and women over- 
all and while men and black women in 
this age group. 

Past -Year Marijuana Abuse 
and Dependence 

In both the NLAES and NESARC, past- 
year marijuana abuse was more com- 
mon than dependence. For the total 
population in 1991-1992 (the NLAES), 
past-year prevalence of marijuana abuse 
was 0.9% and dependence was 0.3%. 
Similarly, in 2001 -2002 (the NESARC). 
past-year marijuana abuse was re- 
ported by l.l%and dependence byO.4%. 
This pattern of abuse, representing ap- 
proximately 75% to 80% of the total 
marijuana use disorder cases, was con- 
sistent across age, sex. and race-ethnic 
subgroups, and all further results are de- 
scribed for combined abuse and depen- 
dence rates (Table 2). For instance, in 
the total population, past-year preva- 
lence of marijuana abuse or depen- 
dence increased from. 1.2% in 1991- 
1992 to 1.5%in 2001-2002 (P=.01). This 
can be translated into an increase from 
2.2 million to 3.0 million, respectively, 
in tenns of population esiimaies. 
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While mosi subgroups showed in- 
creases over the decade, these reached 
statistical significance for females, 
blacks, Hispanics, and those ages 1 8 lo 
29 years and 45 to 64 years overall, for 
18- to 29-year-o!d women, for 45- to 
64-year-old men, for black men and 
women overall, for 18- to-29-year-old 
black men and women, and for His- 
panic men and Hispanics ages 18 to 29 
years overall as well as 18- 10-29-year- 
old Hispanic men, 

Past-Year Marijuana Abuse and 
Dependence Among Past -Year 
Marijuana Users 

Among past-year marijuana users, over- 
all rates of past-year abuse or depen- 
dence increased from 30.2% in 1991- 
1992 to 35.6% in 2001-2002 (P<.01) 
(Table 3). Almost without exception. 


the conditional rates of abuse or de- 
pendence were larger in the more re- 
cent survey, although not all increases 
were significant. However, significant 
Increases in the prevalence of mari- 
juana abuse or dependence among us- 
ers were found for both males (33.9% 
to 38.9%) and females (22.7% to 
29.2%), and most notably among 18- 
to 29-yeaT-old black men (21.8% to 
43.0%), 18- lo 29-year-old black women 
(19.1% to 47.2%), atid 18- to 29-year- 
old Hispanic men (29.8% to 53.7%). 

COMMENT 

The results of this study show that mari- 
juana use in the total adult population 
has remained substantially un- 
changed over the decade from 1991- 
1992 to 2001-2002. However, signifi- 
cant increases in use among some 


subgroups are important to note, for in- 
stance, young black and Hispanic 
women. In contrast to the results for use 
among the overall population, rates of 
abuse or dependence increased from 
1991-1992 to 2001-2002. Whai is per- 
haps even more significant is that mari- 
juana abuse or dependence increased 
among marijuana users by 18% from 
30.2% in 1991-1992 to 35.6% in 2001- 
2002 . 

These results, taken together, sug- 
gest that factors affecting addiction po- 
tential are operating to produce the in- 
crease in prevalence in marijuana abuse 
or dependence. A number of factors 
could have led to increases in addic- 
tion potential, operating either inde- 
pendently or conjointly. The first is 
increased marijuana potency. The po- 
tency of delta-9-ietrahydrocannabtnol 


Table 1. Past-Year Prevalence of Marijuana Use. NLAES 1991 

•1992 and NESARC 2001 

l-2002‘ 



Sociodemographic 

Characteristic 


Men 

Women 



Total 

NLAES, % (SE) 

NESARC. % (SE) 

NLAES, % (SE) NESARC, % (SE) 

NLAES, % (SE) 

NESARC, % (SE) 

Total 

5.5 (0.22) 

5.6 (0.24) 

2.5 (0.12) 

2.6(0.14) 

4.0 (0.13) 

4,1 (0,15) 

Age group, y 

18-29 

12.1 (0.68) 

13.3(0.72} 

6.4 (0.37) 

7.8 (0.50)t 

9.3 (0,41) 

10.5(0,47)? 

30-44 

6,1 (0.35) 

5.8 (0.42) 

2,0 (0.20) 

2.6 (0.22) 

4.4(0,20) 

4.1 (0,24) 

45-64 

0.8(0.15) 

2.5 (0.26)i 

0.3 (0,07) 

0.7 (0.10)? 

0.6(0.08) 

1.6 (0.14)? 

a65 


0.1 (0.04) 

0.0 (0.00) 

0.0 (0.00) 


0.0 (0.00) 

White 

Total 

5.7 (0,25) 

5,7 (0.29) 

2.7(0.14) 

2.6(0,17) 

4.2 (0.15) 

4.1 (0,17) 

Age group, y 
18-29 

13,9(0.81) 

16,1 (0.98) 

7.7(0.50) 

8.6(0.66) 

10.8 (0.51) 

11,8(0.61) 

30-44 

6.5 (0.39) 

6.2 (0.53) 

3.1 (0.24) 

2.9(0.30) 

4,8 (0.23) 

4.5 (0.31) 

46-64 

0.8 (0,17) 

2.5(0.31)? 

0.3 (0.09) 

0.6(0.12) 

0,5 (0,09) 

1.6 (0,17)? 

at 65 



0.0(0.00) 

0.0 (0.00) 



Black 

Total 

8.1 (0.66) 

6.9 (0.73) 

2.1 (0.26) 

3.0(0.32)t 

3.9 (0,34) 

4.7 (0,35) 

Age group, y 
18-29 

10.4(1,50) 

14.2 (1 .94) 

3.4 (0 59) 

6,8 (0.97)? 

6,6 (0.79) 

10,1 (1.03)? 

30-44 

6.8(1.20) 

6,4 (1.01) 

3.0(0.51) 

3.0 (0.52) 

4.7 (0.62) 

4,5 (0,51) 

45-64 

1.8(0,66) 

3.0 (0.76) 

0.3 (0.14) 

1.1(0.32)? 

1.0 (0.31) 

1 .9 (0.37)? 

a 65 

0.0 (0,00) 


0.0(0.00) 

0.0 (0.00) 

0.0 (0.00) 

0,2 (0.11) 

Hispanic 

Total 

3.9(0.61) 

4.6(0,51) 

1.3(0.25) 

2,1 (0.34) 

2,6 (0.34) 

3,3(0,31) 

Age group, y 
18-29 

6.3(1.22) 

8.7(1.03) 

2.7 (0-63) 

5,1 (0.90)? 

4.5 (0.70) 

7.1 (0.71j? 

30-44 

4.3(1.13) 

3 3 (0-63) 

0.8 (0.30) 

0,9 (0.30) 

2.6 (0.63) 

2,1 (0,35) 

45-64 


1.0(0.32) 




0.7 (0,1 9i 

2:65 

0.0 (0.0) 

0.0(000) 

O.OffJ.OO) 

0.0(000) 

0.0 (0.00) 

0.0 (0.00) 

Tola!§ 

n = 982 

n = 996 

n = 640 

r^-607 

nn 1622 

ri= 1603 


Abbreviations: NESARC, National EbiOeirnc^ogic Survey on Alcch<^ anti Reteted CoocStiais; NLAES, Nattontji Lonc}«tx6na! Aicotwl Epkien'ioioqic Survey 
'fcHiDses irsOicate that the estimate does not meet oie&son siaortard 
1P<,05. 1991-1992 oompared with 2001 -2002 
1P< .01 . 1991-1992 compared wah 2001 -2002, 

§U'iweigniod nurnbar of past-yea’ marijuana u.sers in ^ch grtxip. 
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(A^-THC) in confiscated marijuana 
from police seizures increased by 66% 
from 3.08% in 1992 to 5,11% in 
2002. Average potency of A'^-THC 
in these studies was consistently cal- 
culated as the simple arithmetic mean 
(ie, the sum of the A‘-'-THC concentra- 
tions divided by the number of 
seizures), w'hich is more useful in dis- 
cerning changes over time relative to 
normalized averages. This increa.se 
could have led to greater addiction po- 
tential for marijuana use disorders over 
ihe last decade. Moreover, there veas no 
systematic change in the frequency of 
marijuana use between 1991-1992 and 
2001-2002: use everyday or nearly ev- 
ery day (18.7% and 21 .7%); use 1 to 4 
limes perweek (23.8% and 19.7%); use 
1 to 3 times per month (22.6% and 
20.2%); and 1 to 11 times per year 


(34.9% and 38.4%). Similarly, very little 
change in the usual quantity (ie, num- 
ber of joints or joint equivalents) of 
marijuana used on smoking days was 
observed for each time period: 1 joint 
(65.6% and 63.7%), 2 to3joints (26,9% 
and 22.0%), 4 to 6 joints (4.0% and 
8.1%), and 7 or more joints (3.5% and 
6.2%). Increasing rates of marijuana use 
disorders among marijuana users in the 
absence of increa^d quantity and fre- 
quency of use strengthens the argu- 
ment that the increasing rates may be 
attributable, in part, to increased po- 
tency of marijuana. 

The increased prevalence of mari- 
juana use disorders among marijuana 
users also may be due, in pan, to in- 
creases in marijuana use among the 
youngest individuals observed in this 
and other studies (such as the Moni- 


toring the Future and the National Sur- 
vey of Drug Use and Health studies) 
during the past decade. The early on- 
set of drug use has been consistently as- 
sociated with greater risk of the devel- 
opment of abuse and dependence. 
Thus, the marked increase in mari- 
juana use among the youngest, age 
group may be linked to the increases 
in abuse and dependence. These fac- 
tors, combined with factors increas- 
ing rates of marijuana use in certain 
.subgroups, are all possible explana- 
tions of the increased prevalence in rates 
of marijuana abuse and dependence 
among marijuana users. 

One of the most striking findings of 
this study was that the rates of mari- 
juana use disorders did not increase 
among white young adults (ages 18-29 
years), but did increase among young 


Table 2, Past-Year Prevalence of DSM-IV Marijuana Abuse or Dependence, NLAES 1991-1992 and NESARC 2001-2002* 



Men 

Women 


Tot^ 

soctodemograonic i 

Characteristic NLAES, % (SE) 

NESARC. % (SE) 

NLAES, % (SE) 

NESARC, % (SE) 

NLAES. % (SE) 

NESARC, % (SE) 

Total 

1,9 (0,14) 

2.2{0-l4) 

0.6(0.05) 

0 8 (0.07)-r 

1,2 (0,07) 

1.5 (0,08)t 

Age group, y 

18-29 

5.1 (0,46) 

6.4 (0.51) 

1.6 (0.18) 

2.5 (0.27)$ 

3,3 (0.26) 

4,4 [0,30)$ 

30-44 

1.5(0,16) 

1.7(0.19) 

0-6 (0.09) 

0.7(0-11) 

1,0 (0,09) 

1.2 (0.12) 

45-64 

0.2 (0,08) 

0.7(0.15)1 


0,2 (0.06) 

0.1 (0.04) 

0.4 (0,08)$ 

.>65 

0.0(0.00) 


0,0 (0,00) 

0.0(0.00) 

0.0 (0,00) 


While 

Tola! 

2,1 (0.17) 

2.1(0.17) 

0,6(0.06) 

0.7(0,08) 

1.3 (0.09) 

1,4 (0.10) 

Age group, y 

18-29 

6.3(0.60) 

7,2 (0.69) 

2.0(0,25) 

2.7(0,37) 

4.2 (0,35) 

4.9 (0.39) 

30-44 

1,6(0,19) 

1.7(0.25) 

0.6 (0.60) 

0.7(0.15) 

1.1 (0.11) 

1.2 (0,15) 

45-64 


0.7(0.16) 




0.4 (0,08) 

.>65 

0,0 (0.00) 

0.0(0.00) 

0.0 (0.00) 

0.0 (0.00) 

0.0(0,00) 

0,0 (0,00) 

f3iack 

Total 

1.3(0,28) 

2.6(0.40).t 

0.4(0.10} 

1.2(0.22)$ 

0.8 (0,14) 

1.8 (0,22)$ 

Age group, y 

18-29 

2,3(0.71) 

6.1 (1-I9)t 

0.7(0.21) 

3.2 (0.66)$ 

1,4(0,34) 

4.5 (0.67)$ 

30-44 

1.4(0.48) 

2,3(0.^) 

0.6(0.23) 

1.0(0.34) 

1.0(0,26) 

1.6(0.30) 

45-64 






0,4(0.17) 

2:65 

0,0(0.00) 


0.0(0.00) 

0.0 (0.00) 

0.0(0,00) 


Hispanic 

Total 

0.9 (0.26) 

2.0 (0.30)t 

0.3(0.10) 

0.4(0 10) 

0.6 (0,14) 

1,2 (D,17)$ 

Age group, y 

18-29 

1,9 (0,65) 

4.7(0.79)1 

0.6(0.25) 

0.9 (0,27) 

1.2 (0 35) 

2.9 (0.46)$ 

30-44 


09(0.41) 



0,4 (0.17) 

0.5(021) 

45-64 



0.0(000) 




2:65 

0.0 (0.00) 

0.0 (0.00) 

0.0 (0-00) 

0-0 (0.00) 

0.0(0.00) 

0.0(000) 

Aborevidiions: DSM-/V, Diagnostic iiocJS.'c»f/S.’K;;i/Ma/7ua* or. Vfefi/a/ DisoftKTS, POuflftEcii/fcin: NESARC. Natwnai Epidemioiogic Survey O’l Alcohol and ReiaiedConclFiions; NLAES. 

National LongiUidmai Alcohol Epidemiologic Survey. 

‘Eli'Daes indicaTe that estimate docs net meet pie&sioii statidard- 
iP< .05, 1991- !992 cemoarsd with 2001-2002 
tP<.0 1 , 1 991 -1992 compared wth 200 1-2002. 
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adult black men and women and among 
young adult Hispanic men. U should 
also be noted that the prevalences of 
marijuana use disorders among white 
young adults have remained high, even 
though these rates have not signili- 
canily increased over the last decade. 

The reasons for the rise in marijuana 
use disorders among these minority 
youth are not entirely known. Re- 
cently, researchers have highlighted the 
deleterious effects of acculturation on 
marijuana and other drug use disorders 
among the growing number of Hispan- 
ics faced with adapting to a new cul- 
ture.^®-’'^ Lower educational and occupa- 
tional expectations among minorities 
have also been implicated in this re- 
search. Akernatively, the growing num- 
ber of minority youth attending college 
over the last decade might have been ex- 


posed to the risks of marijuana use com - 
monly noted among college students, 
among whom the prevalence of past year 
marijuana use has increased from 23.0% 
to 30.0% over the last decade.""'^’ 

What is clear is that no single envi- 
ronmental factor can explain the in- 
creases in marijuana use disorders ob- 
served in this study among certain 
minority subgroup? of the population. 
Numerous environmental factors, in- 
cluding sociodemographic (increases in 
single-parent households, urbaniciiy), 
socioeconomic (education, income), in- 
dividual lifestyle (grades, truancy, reli- 
gious commitment), and economic fac- 
tors, are all likely to serve as mediators 
of the observed changes.'’- '*^ A recent 
study also has demonstrated that de- 
creases in the perceived risk of harm- 
fulness and in disapproval of mari- 


juana use can explain the recent historic 
changes in marijuana use among 
youth.'*'* With regard to putative eco- 
nomic factors, recent studies have ex- 
amined how changes in prices, taxes, 
and policies affecting tobacco and alco- 
holic beverages may have had an im- 
pact on the prevalence of marijuana use 
disorders,"*^ For example, one study has 
show'n that increases occuixing over the 
past decade in the minimum drinking 
age had the unintended consequence of 
Increasing marijuana use among high 
school seniors.^’’ Further research on 
how prices and policies affecting to- 
bacco and alcoholic beverages can affect 
marijuana use among important sub- 
groups of the population defined in 
terms of race/ethnicity and other socio- 
demographic and socioeconomic char- 
acteristics is sorely needed and may help 


Table 3. Past-Year Prevalence of DSM-ZV Marijuana Abuse or Dependerjce Among Past-Year Marijuana Users, NLAfS 1991- 
NESARC 2001-2002’ 

•1992 and 

Sociodemographic 

Characteristic 


Men 

Women 

Total 

NLAES, % (SE) 

NESARC, %(SE) 

NLAES, % (SE) 

NESARC, % (SE) 

NLAES, % (SE) 

NESAHC.% (SE)’ 

Total 

33.9 (-i.es) 

38-9 (1.^)t 

22.7 (1.92) 

29.2 (2.03)1 

30.2(1.35) 

35,6 (1.37)1 

Age group, y 

18-29 

41,6(2.46) 

47.8 (2.66)t 

26.4(2.59) 

32.2(2.78)1 

36,0(1,97) 

42.1 (1,97)1 

30-44 

23.7(2.22) 

29.2 (3.26) 

19.6(2.94) 

25,0 (3.81) 

22.4(1,79) 

27,9(2,63)1 

45-64 

22.1 (8.89) 

27.0 (4.83) 


21.7(6.99) 

16,9(6,51) 

25,8 (4,221 

Sf.65 

0.0 (0,00) 




0.0(0.00) 


While 

Total 

36.7 (2.17) 

37.6(2.34) 

22, t (2.10) 

27.9(2.72)1 

31.8(1 ,63) 

34,4 (1.81) 

Age group, y 

18-29 

45,7(2.90) 

47.4 (3.29) 

25,5 (2.91) 

30.8 (3.64) 

38.6 (2,36) 

41.3 (2.45) 

30-44 

25.2(2.52) 

27,8(3.76) 

18.2 (3.10) 

25 3(4,73) 

22,9 (2.01) 

27,0(3.11) 

45-64 

19.0(10.73) 

26.1 (5.26) 




24.0 (4,48) 

a 65 

0,0 (0,00) 

0.0(0.00) 



0,0 (0,00) 

0.0 (0.00) 

Black 

Total 

21.6(4,29) 

37.9 (4,76)T 

20-1 (4.27) 

39.9 (5.28)1 

21.2(3.28) 

38 6(3.64)1 

Age group, y 

18-29 

21.8(6,25) 

43.0 (7.39)1 

19.1 (5.87) 

47,2(6.41)1 

21,0 (4,80) 

44.6 (5.16)1 

30-44 

21.0 (6,36) 

36,7 (6.53)1 

21.0(6.35) 

33.5 (9.13) 

21,0 (4.76) 

35.5 (5.50)1 

45-64 

24,4(15.64) 



21.0 (12,88) 


18.4(7.74) 

>65 


61.6 (23-77) 


0.0 (0,00) 


61,6 (23.77) 

Hispanic 

Total 

24,1 (6,22) 

44,8 (4.05)} 

22.6(7.63) 

19.3 (4,56) 

23.7(5.11) 

37.1 (3.45)1 

Age group, y 

18-29 

29.3 (8.75) 

53.7(6.77)1 

20.5(8.65) 

18-3 (4,94) 

27,1 (6.74) 

41 8 (4.64)1 

30-44 


26.0 (11.02) 



15.2(6.41) 

24 3(9,10) 

45 64 

'70.4 (29.45) 


0.0 (0.00) 



26.6(11.91) 

b:65 ... ... - - - 


Abbreviations- DSM-:v. Dmgnoslic ma Statistical Mitnua'QtMenl-dlOisonJ&s, Fourtti NESAfiC. Natioo?S EpicfeirtioJogic So)v«y on A:conoi and Related Conditions; NlAES, 

National Longitudinal A:cohoi Epidemiotogic Survey 
’'Ellipses indicate iiiat estimate does not meet precision sta'Klard 
tP< .05, 1 99 1 -1992 COTpared wilh 2001 -2002. 

J.P<.01, 1991-1992 compa.'ed witn 2001-2C02. 
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explain the increases observed among 
minority young adults. 

Historical and cultural factors that 
shape the life histor}' of various racial/ 
ethnic minorities in the United Slates 
are potentially equally important in un- 
derstanding the observed changes. 
Within this context, future research will 
need to more fully address the extraor- 
dinary heterogeneity within racial/ 
ethnic groups in the search for the ex- 
planations of why rates of marijuana use 
disorders increased among some mi- 
noriiy young adults as opposed to while 
young adults. For example, rates of 
marijuana use disorders are likely to dif- 
fer among Mexican Americans, Cu- 
ban Americans, and Puerto Rican 
Americans, It is clear chat achieving an 
understanding of changes in the preva- 
lence of marijuana u.se disorders among 
minority young adults will require fur- 
ther research and is an important pub- 
lic health priority. 

The results of this study indicate that 
the vast majority of individuals who use 
marijuana or have marijuana use dis- 
orders arc young. Despite this gener- 
alization, this study is the first to re- 
port significant increases in marijuana 
use among 45- to 64-year-old men and 
women combined as well as a modest 
but significant increase in marijuana 
abuse or dependence among 43- to 64- 
year-old men. This indicates that the 
upper age limit for marijuana use, 
abuse, and dependence has shifted in 
a meaningful way. Such a shift is con- 
sistent with increased lifetime expo- 
sure to marijuana availability in the 
group who were adolescents in the late 
1960s or early 19705 and were ages 45 
to 64 years in 2001-2002. Given this 
shift, the extent to which marijuana use 
may be a contributing cause of illness 
in the aging population deserves fur- 
ther research attention. 

The major findings from this study 
have significant research and public 
health implications. With regard to re- 
search, more periodic epidemiologic ob- 
servational studies are needed to rap- 
idly detect emerging epidemics in 
marijuana use disorders (and other drug 
use disorders) as revealed in this study. 


The apparent epidemic of marijuana use 
disorders among young adult minori- 
ties has possibly been occurring for many 
years and the failure to detect it sooner 
lies in the lack of epidemiologic moni- 
toring data. Concerning public health 
implications, it is important to commu- 
nicate that the increased potency of mari- 
juana over the past decade may, in part, 
be rcspionsible for increase in abuse and 
dependence among users. This is criti- 
cal information for parents, teachers, 
peers, physicians, and other health pro- 
fessionals. From a broader public Itcalth 
perspective, the results of this study 
highlight the need to strengthen exist- 
ing prevention and intervention efforts 
and to develop and implement widely 
new programs with the sex, racial/ 
ethnic, and age differentials observed in 
this study in mind. Specifically, pro- 
grams targeting young adults, espe- 
cially black and Hispanic young adults, 
need to be designed and tested for their 
elTcciiveness as quickly as possible. 
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If length of days be ihy portion, make it not ihy ex- 
pectation. Reckon not upon a long life; think every 
day the last, and live always beyond thy account. He 
that so often surviveth his expectations lives many lives. 

— Sir Thomas Browne (1603-1682) 
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Medicinal Applications of Delta-9-Tetrahydrocannabinol 
and Marijuana 

Eric A. Voth, MD, and Richard H. Schwartz, MD 


The use of crude .marijuana for herbal medicinal applica- 
tions is now being widely discussed in both the medical 
and lay literature. Ballot initiatives in California and Ari- 
zona have recently made crude marijuana accessible to pa- 
tients under certain circumstances. As medicinal applica- 
tions of pure forms of de!ta-9-tetrahydrocannabinol (THC) 
and crude marijuana are being considered, the most prom- 
ising uses of any form of THC are to counteract the nausea 
associated wi-di cancer chemotherapy and to stimulate 
appetite. 

We evaluated the relevant research published between 
1975 and 1996 on the medical applications, physical com- 
plications, and legal precedents for the use of pure THC or 
crude marijuana. Our review focused on the medical use of 
THC derivatives for nausea associated with cancer chemo- 
therapy, glaucoma, stimulation of appetite, and spinal 
cord spasticity. Despite the toxicity of THC delivered in any 
form, evidence supports the selective use of pure THC 
preparations to treat nausea associated with cancer che- 
motherapy and to stimulate appetite. The evidence does 
not . support the reciassification of crude marijuana as a 
prescribable medicine. 


ArmIntemMed. I997;I26.‘791-798. 

From Tlie Isteraational Drug Strategy Institute, Topeka. Kansas; 
University of Kansas School of Medicine, Kansas City, Kansas; 
and Fairfax Hospital, Falls Oiurch. Virginia. For ciurent author 
addresses, see end of text. 

M arijuana has been widely used for hundreds of 
years as an intoxicant or an herbal remedy. 
Pure deIta-9-tetrahydrocmmabinol (THC) is the ma- 
jor active ingredient in nmrijuana and is 1 of 66 can- 
nabinoid constituents of marijuana. It is now avail- 
able by prescription as dronabinol. The use of crude 
marijuana as a medicine would entail smoking the 
drug or creating herbal preparations of it Crude 
marijuana, an undefined herb containing approxi- 
mately 480 substances (1), not been approved 
by the U.S. Food and Drug Administration for use 
as a medicine. 

We examine the use of THC for medicinal ap- 
plications in various forms, including pure THC 
(given orally or as suppositories) and crude mari- 
juana. We also consider the therapeutic benefits and 
drawbacks of THC. 


Methods 

Resources discussing -the medicinal applications 
of pure THC and marijuana were identified from 
our personal libraries and by searching MEDLINE 
for research published between 1975 and 1996. We 
used the following MEDLINE search terms: canna- 
bis, cannabinoids, marijuana, and marijuana smok- 
ing; the search yielded 6059 titles. These titles were 
then cross-searched with the following terms: thera- 
peutic use, antiemetics, glaucoma, cachexialappetite, 
multiple sclerosis, palliative care, or termini care. 
This search yielded 194 titles on antiemetic proper- 
ties, 56 on glaucoma, 10 on multiple sclerosis, 23 on 
appetite, and 11 on palliative or terminal care. Ed- 
itorials, opinion statements, abstracts, and studies 
not done in humans were eliminated. Any clinical 
trials that involved the use of crude marijuana were 
included. We identified no recent clinical trials of 
medicinal applications (other than antiemetic prop- 
erties) done in humans. Thus, we included case 
reports and summary articles for glaucoma, en- 
hancement of appetite, and multiple sclerosis. 

Studies on the physical effects of THC or mari- 
juana were selected from among those that primar- 
ily involved human participants, presented recent or 
new data, and provided information that would il- 
lustrate potential complications related to different 
modes of THC delivery. These studies were also 
organized to illustrate risks associated with short- or 
long-term exposure. Most research has focused on 
either THC or crude marijuana. 


Therapeutic Indications for 
Delta-9-Tetrahydrocannabmol 

Nausea Associated with Cancer Chemotherapy 
By far, most research on THC has involved the 
use of oral THC (dronabinol), which dc^s not nat- 
urally occur in crude marijuana (2, 3). The studies 
that we evaluated examined a wide and heteroge- 
neous representation of tumors and chemotherapy 
regimens (Table 1). We found no pattern of THC 
efficacy for any one type of tumor or chemotherapy. 
None of the studies compared any form of THC 
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Table 1. Studies That Used Delta-S-Tetrahydrocannabinol as an Antiemetic Agent for Patients with Cancer 
Receiving Chemotherapy* 


study (Reference) 

Dosage and Form 
of THC 

Patients 

Desgn 

Patient 

Age 

Results 



n 


y 


Sallan et al. (4) 

15 mg or 10 mg/m* tjody 
surface area orally every 4 
hours for 3 days 

10 

Randtxnized, double-blind, 
cross-over 

29.5-t 

THC bettw than prochlorperazine 

Sallan et al. (5) 

10 mg/m* orally every 4 
hours for 3 days 

46 

Randomized. double4^nd, 
cioss-over 

32.5i 

THC better than prochlorperazine 

Chang et a!. (6) 

10 mg/m*. orally and 
smoked, every 3 hours for 

5 days 

15 

Ranfonvzed, cross-over 

24t 

THC better than prochlorperazine 

Frytak et al. (7) 

15 mg orally 

116 

Pro^KCtive. doubte-biind 

61 T 

THC equal to prochlorperazine and 
both drugs better than placebo 

Kluin-Neleman et al. (8) 

to mgrtn* orally 

11 

Doui^bfmd. aoss-over 

34.6t 

THC betteMhan placebo 

Ekert el ai. (9) 

10 mg/m* oral^ compared 
with metoctopramide 

33 

DouUe-Uind, cross-a«r 

S-19 

THC better than prochlorperazine or 
oral metocicp'amide 

Lucas and Laszio (10) 

5-15 mg/m* or^ly every 

4-6 hours 24 Iwurs after 
chemotherapy 

53 

Randomized, cross-ct«f 

Adults 

THC effective 

Oretal. (11) 

7 mg/m* orally every 4 
hours for 3 days 

55 

Randornized, doii^-blind, 
crtHS-over 

46* 

THC better than prochiorperanne and 
both drugs better than placebo 

Oraila et al. (12) 

10 rng/m* orally every 3 
hours for 5 days conv 
pared with intravenous 
metociopramlde 

27 

Randomized, dout^-blind 

Adulti 

Metoclopramide better than THC 

Ungerleider et al. (13) 

7.5-12.5 mg orally 

214 

Rarrdomized. dtxjble-Uind, 
cross-over 

47* 

THC equal to prochlorperazine 

Lewtt et al. (14) 

Oral THC and smoked mari- 
juana 

20 

Randomirvd, double-blind 

54.5* 

Ora! THC better than smoked THC 

Vinciguerra el al. (15) 

Approximately 5 mg of 
smoked marijuana i»r m* 

56 

Prospective, uncontrolled 

40* 

Smoked THC effediw; no controls 
used 

Lane et al. (16) 

1 0 mg oral THC plus pro- 
chlorperazine 

60 

Randomized, double-blind 

55* 

Combination more effective than indi- 
vidual drugs 


* THC •• delU-9-l8lrahydro»r)nabinol. 
t Median age. 
i Mean age. 


with the serotonin antagonists ondansetron or gran- 
isetron. In fact, numerous safe and effective non- 
cannabinoids are available for the control of che- 
motherapy-associated nausea (Table 2); this is an 
important point, given the side effects found in stud- 
ies of THC. 

Oral THC has generally been found to be as 
effective or more effective for nausea than prochlor- 
perazine. Studies by Ungerleider (13), Sallan (4, 5), 
Frytak (7), and Chang (6) and their colleagues sup- 
port this conclusion. Because of their uncertain^ 
about the drug .being used, 75 of 214 participants 
withdrew from the study by Ungerleider and col- 
leagues. The other three studies, however, give use- 
hd information about side effects and dosage. In the 
studies by SaUan and colleagues (5, 6), negative side 
effects occurred in 81% of patients. Nine percent of 
these patients experienced hallucinosis, distortion of 
reality, and mental depression. The effectiveness of 
THC was usually correlated to the onset of a “high” 
or intoxicated feeling. Frytak and coUeagues (7) 
determined that 32% of patients had toxicity during 
their study, in which peak levels of THC ranged 
from 2.7 to 6.3 ng/mL. However, the median age of 
this study group was 61 years, whereas the median 
age of the groups in Sallan and colleagues’ study 


was 29.5 years. This older age may explain the in- 
creased tojucity seen by Frytak and colleagues. 

According to the study by Chang and coUeagues 
(6), plasma THC levels of at least 10 ng/mL were 
effective in preventing nausea. If nausea occurred 
after the initial treatment, patients were assigned to 
smoked THC or placebo. Absorption by the oral 
and smoked routes varied. The efScacy of the drug 
with either route is difficult to interpret because the 
two routes were mixed. However, both THC and 
prochlorperazine were found to be more effective 
than placebo. 

Placebo was also found to be less effective than 
THC in the studies by Kluin-Neleman and col- 
leagues (8) and Oix and colleagues (11). Kluin- 
Neleman and colleagues found the toxicity of THC 
to be so profound that most patients preferred nau- 
sea to THC. Some of the plasma THC levels were 
high (300 ng/mL), but they were consistent with lev- 
els that marijuana users may reach during intoxica- 
tion (17) and levels that are easily obtainable throu^ 
smoked or high oral doses. On and colleagues stud- 
ied patients who were refractory to other antiemetic 
regimens and found that THC was superior to pro- 
chlorperazine. The latter, in turn, was superior to 
placebo. The selection of refractory patients, how- 
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ever, introduces bias against the regimens that do 
not include IHC. 

Patients refractory to other agents were also 
studied by Lucas and Laszlo (10). The initial dose, 
15 mg of THC per of body surface area, was too 
toxic and thus was reduced to 5 mg/m^. Even at the 
lower dose, nausea completely or partially resolved 
in 72% of patients. 

Although Ekert and colleagues (9) found that 
oral THC was more effective than oral meloclopra- 
mide and prochlorperazine, Gralla and associates 
(12) (in the only study that used intravenous meto- 
clopramide) found that metoclopramide provided 
more protection than did THC. Ekert and col- 
leagues found that drowsiness, the major side effect 
in their study, was more common with THC than 
with either metoclopramide or prochlorperazine. 

In one of the few studies that actually used smoked 
marijuana to treat nausea caused by cancer chemo- 
therapy, Vincigueixa and colleagues (15) found that 
smoked marijuana controlled nausea in patients in 
whom other conventional forms of antiemetic ther- 
apy had failed. Persons who responded to smoked 
marijuana tended to have previously used marijuana. 
This study was uncontrolled, and patients them- 
selves ev^uated the results. Smokers were required 
to inhale deeply and hold the smoke for 10 seconds; 
this technique was used to completely smoke four 
dgarettes during each day of chemotheraR'. Twen- 
ty-five percent of the patients refused to smoke the 
marijuana. More than 20% of the patients dropped 
out of the smoking group before the end of the 
study, and 22% of the remaining patients reported 
no benefit from smoking marijuana. Dosing also 
varied because the dose was rounded to the nearest 
one fourth of a marijuana cigarette, and THC levels 
were not checked for consisten<y of dose response. 

In a randomized, double-blind study comparing 
pure THC with smoked marijuana, Levitt and col- 
leagues (14) found that pure THC was more effec- 
tive for nausea than smoked marijuana in 35% of 
patients. Forty-five percent of patients voiced no 
preference between the two. 

Lane and associates (16) compared dronabinol 
plus prochlorperazine with single antiemetic agents. 
The combination regimen seemed to slightly miti- 
gate the toxic effects of THC. However, 23% of the 
Q3 patients withdrew from the study because of 
adverse effects (which were psychotropic effects in 
all but 1 patient who withdrew). 

In summary, oral THC doses of 5 to 15 mg/m^ 
have been effective in treating nausea associated 
with cancer chemotherapy if patients are pretreated 
and doses are then repeated every 3 to 6 hours for 
approximately 24 hours. Efficacy is often associated 
with a sensation of intoxication. 


Table 2. Noncannabinoid Medications Used for Nausea 
Associated with Cancer ChemoUierapy* 


Phenothiazaies 
ProchIcH'perazine (Compazine) 
ChiorpRMnssne (Thorazine) 
Thietl^'lperazine CTorecan) 
Perptwia^e (Triiafon) 
Promethazine (F^energan) 
CwtiotstercHds 
Dexamethasone (Decadron) 
Methylpredrwsobne (Medrol) 
Anticholinergics 
Scopolamine (Transda'm Scc^) 
8uhfro{4»nones 
Dro^idol (Inapsine) 
Hdopei^ (Haldol) 
OomfKTtdone (Motilium) 
BenzotSasepbes 
Uxaz^am (Ativan) 

Alpuaralsn P(artax) 

Substituted benzamtdes 
Metoclopramide (Reglan) 
Trimetiiobenzamide (Tigan) 
Atl2a{Mide ^tican) 

Cisapride (Propuisid) 
Antihistamines 
Diphertfiy^amirte (Benedryl) 
Serotortin antagonists 
Ortdansetron (Zofran) 
Grar^tron (KytrH) 

Tropisetron (Havdjan) 
Dolasetron 


* Adapted wMt permission fiom Grunberg SM, Hesketh PS. ConUot ot chemotherapy- 
induced emesis. H Engl J Med. 1993;329;t790-6. 


Appetite Stimulation 

appetite-stimulating effect of THC may be 
beneficial for patients with wasting related to the 
acquired iramunodeficieniy i^drome (AIDS) and 
those with severe cancer-related anorexia, nie lit- 
erature contains few studies with objective data on 
the use of either pure THC or crude marijuana for 
appetite stimulation. This issue is complex because 
appetite stimulation is a surrogate measure for use- 
ful wei^t maintenance or gain and for effective 
calorie intake, which are far more important mea- 
sures than appetite alone. In one trial (18), appetite 
improved in patients with terminal cancer who re- 
ceived low-dose oral THC (2.5 mg twice daily, 1 
hour after meals). Twenty-two percent of patients 
withdrew from the trial because of typical cannabi- 
noid toxicity. Only low doses of oral TTIC were 
necessary, a factor that helped avoid the toxicity of 
the typically higher doses received from smoked 
marijuana. This study was a prospective, unbiinded, 
uncontrolled study; controlled studies are needed. 

In a double-blind, placebo-controlled, parallel- 
group study (19), 2.5 mg of oral THC twice daify 
effectively stimulated appetite in patients with 
AIDS. The investigators did not evduate muscle 
mass or total body fat but did find that in patients 
who received oral THC, weight was maintained or 
increased slightly. 

Mattes and colleagues (20) compared the effects 
of oral and rectal suppository preparations of THC 
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on appetite stimulation and calorie intake with 
those of smoked marijuana in healthy persons. All 
participants in this double-blind, placebo-controlled 
study were experienced marijuana users; thus, the 
drug acceptance rate was relatively high. Smoked 
marijuana was no more effective than suppository 
THC in stimulating appetite, as measured by calorie 
intake. Rectal suppositories and oral THC were 
given at a dosage of 2.5 mg twice daily. Patients 
assigned to smoked marijuana had to inhale for 3 
seconds and hold the smoke deeply in their lungs 
for 12 seconds; this process was continued until the 
cigarette was smoked to a stub. Hie plasma THC 
levels peaked more quickly with the inhaled THC 
but ^so decreased more quickly: in contrast, the 
levels achieved with suppository THC were more 
sustained. 

Glaucoma 

Along with other cannabinoids, THC has been 
shown to reduce intraocular pressure in laboratory 
animals and humans who have glaucoma (21-23). 
Cannabinol, nabilone, THC, and deUa-8-teirahydro- 
cannabinol have been found to decrease intraocular 
prepare, whereas cannabidiol had no effect. Merritt 
and colleagues (24) concluded that such side effects 
as hypotension, tachycardia, palpitations, and al- 
tered mental status precluded the use of these drugs 
in the general population with glaucoma. Intraocu- 
lar pressure is reduced only if patients stay under 
the effects of THC almost continuously. Although 
the reduction in pressure may suggest that THC is 
beneficial for the treatment of glaucoma, no evi- 
dence indicates that either pure THC or crude mar- 
ijuana affects or arrests the underlying disease. 

In summarizing the therapeutic potential of can- 
nabis for glaucoma, Mechoulam and colleagues (25) 
observed that 

tbe cannabinoids tested so far appear to be of limited 
use in the treatment of glaucoma. They appear to act 
only against a primary symptom of the disease rather 
than against the underlying disease process, which re- 
mains uncertain. The side-effects of those cannabinoids 
particularly effective in lowering intraocular pressure 
restrict their clinical usefulness. 

Multiple Sclerosis 

Anecdotal reports (25) and a case report (26) 
have suggested that THC has benefits for patients 
with the spasticity of multiple sclerosis. Objective 
data on the efficacy of THC or cnide marijuana are 
scant. However, a double-blind, randomized, placebo- 
controlled stu(fy of the effect of smoking marijuana 
in patients with multiple sclerosis (27) showed that 
posture and balance were negatively affected by the 
treatment and were actually worse than at baseline. 
These findings are consistent with the deterioration 


of mental, motor, and postural functions seen in 
normal volunteers by Kiplinger and colleagues (28). 

Complications of Delta-9- 

Tetrahydrocannabinol Use 

The toxic or negative effects of exposure to THC 
largely depend on the route of delivery, the dura- 
tion of exposure, and the patient’s age and immu- 
nologic status. For the treatment of nausea, expO: 
sure to THC would be brief but repetitive and 
dependent on the chemotherapy regimen. Short- or 
long-term use often affects the central nervous sys- 
tem. Both smoked and oral IHC have been associ- 
ated with distortion of reality, euphoria, dysphoria, 
and changes in coordination and concentration 
(4-8, 10, 15). Some investigators have found more 
serious toxic effects, including hallucinosis (7), de- 
personalization (8), and paranoia (11). 

Concentration, motor coordination, memorization, 
memory retrieval, and the ability to sort unimpor- 
tant information are all adversely affected by the 
use of crude marijuana (29-36). One study (17) 
showed that short-term use impain; driving perfor- 
mance; the performance of complex tasks, such as 
fijing, is also negatively affected (37, 38). Marijuana 
seems to play a major role in vehicular trauma and 
impaired driving (39-44). Psychosis is more com- 
monly associated with heavy marijuana use, but se- 
rious dysphoria and even hallucinosis have been 
reported with brief use (45-47). 

Such cardiac effects as tachycardia and hypoten- 
sion are commonly noted with short-term ^tposure 
to THC (6, 7, 16, 24). Although this effect may be 
of minimal consequence to younger persons, elderly 
patients tend lo have worse tolerance of THC (7). It 
can be anticipated that long-term use in patients 
with such a disorder as glaucoma would not be well 
tolerated and might be dangerously toxic. 

Respiratory problems are often prevalent in pa- 
tients with cancer, and persons with AIDS may be 
harmed by smoking any substance. Smoking mari- 
juana exposes patients to 50% higher levels of the 
procarcinogen benz-a-pyrene than does smoking to- 
bacco (48). Marijuana smoking results in carboxy- 
hemoglobin levels that are five times higher and tar 
levels that are three times higher than those pro- 
duced by tobacco smoking (49). Numerous patho- 
genic bacteria (such as Klebsiella, Enterobacter, 
group D Streptococcus, and Bacillus species) (50) 
have been cultured from marijuana, and infections 
with salmonella (51) and fungi (52) have been as- 
sociated with marijuana use. Thus, immunosup- 
pressed patients (such as those receiving chemother- 
apy and those with AIDS) are at particular risk. 

As access to marijuana broadens with such legis- 
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iative actions as proposition 200 in Arizona and 
proposition 215 in California, various age and de- 
mographic groups could have long-term exposure. 
In addition, if THC or marijuana is used for such 
applications as treating glaucoma or multiple scle- 
rosis or enhancing appetite in patients with wasting 
related to AIDS, the patient faces long-term expo- 
sure. The possibility of central nervous system, pul- 
monary, cardiac, and infectious toxicities are of 
course greatly increased during the repetitive expo- 
sure of long-term therapy. Researchers have shown 
that long-term exposure to smoked marijuana is 
g^sociated with many adverse effects, including im- 
paired lung fimction (53-55), reduced specific in- 
ductance and increased airway resistance (56), 
heightened alveolar cellular response (57), and 
pathologic bronchial abnormality (58). In vitro stud- 
ies have demonstrated DNA damage to human al- 
veolar macrophages (59) and suppre^ion of anti- 
herpes activity by alveolar macrophages (60). Long- 
term marijuana smokers have also been found to 
use health care resources at an increased rate be- 
cause of respiratory problems (61). Several re- 
searchers have voiced concern about the effects of 
marijuana or THC on ^temic immune function 
(62-64) and other biochemical functions (65). 

TTie long-term use of marijuana by young women 
for medicinal applications may affect the offspring 
of these women. In uterp ejqxjsure to marijuana has 
been linked to changes in birth length, changes in 
birth weight, and neurologic abnormalities in new- 
borns (66-71); prevalence of nonlymphocytic leuke- 
mia in offspring (72); negative effects on measures of 
intelligence among 3-year-old children (73); sleep 
disruption (74); and increased problems with behav- 
ior, language, sustained memoiy, and sustained at- 
tention In 4-year-old children (75). 

Long-term and repetitive use of THC derivatives, 
especially by young persons, poses the problem of 
addiction (76-81). Although this is of minimal con- 
cern in patients with terminal cancer, it could be a 
major pn^lem for persons with glaucoma and those 
intending to use marijuana as a household herbal 
reme«fy. 


Medicinal Uses of Crude Marijuana: Past, 
Present and Future 

The use of marijuana as an intoxicant and its use 
as an herbal remedy are two separate issues that 
have become intertwined. The salient questions 
about the medicinal uses of marijuana are 1) is 
marijuana safe and effective as medicine and 2) 
what actually constitutes a medidne? 

At the request of the U.S. Congress, the National 
Institutes of Health (Lee PR. Letter to Congress- 


man Dan Hamburg; 13 July 1994) reviewed the 
p^dinical and human data on the use of crude 
marijuana as a medicine. The summary opinion 
^ted that 

This evaluation indicates that sound scientifiq studi« 
supporting these claims are lacking de^ite anecdotal 
claims that smoked marijuana is beneficial. Scientists 
at the National Institutes of Health indicate that after 
caieftilly examining the existing preclinical and human 
data, there is no evidence to suggest that smoked 
marijuana might be superior to currently available 
therapies for glaucoma, weight loss associated with 
AIDS, nausea and vomiting associated with cancer 
chemotherapy, muscle spasticity associated with multi- 
ple sclerosis, or intractable pain. 

Supporters of the use of crude marijuana as a 
medidne have proposed that marijuana be made 
available as a prescribable medication (82) for the 
treatment of a wide variety of illnesses, including 
those discussed here and such conditions as head- 
ache, dysentery, menstrual cramps, pain, and de- 
pression, The anecdotes supporting the use of crude 
marijuana as a medidne are not usually submitted 
to independent medical or scientific evaluation of 
efficacy or toxicity (83). 

Since the early 1970s, supporters of crude mari- 
juana as a medicine have pursued a petition to 
force the U.S. Drug Enforcement Administration to 
reschedule marijuana under the Controlled Sub- 
stances Act from Schedule I (high abuse potential, 
not available to prescribe) to Schedule 11 (high 
abuse potential). In our MEDLINE search, we 
found almost no evidence of studies on the use of 
marijuana for medicinal applications that were done 
before this petition was filed. 

Because of long-standing controversy about the 
rescheduling issue, administrative law judge Francis 
Young was asked by the Drug Enforcement Admin- 
istration in 1988 to comment on the merits of re- 
scheduling marijuana (84). Young suggested that 
marijuana be rescheduled for nausea associated 
with cancer chemotherapy. He also conduded that 
the evidence was insufficient to warrant the use of 
crude marijuana for glaucoma or pain. The admin- 
istrator of the Drug Enforcement Administration 
rejected Young’s opinion and stated that Young 
had relied mostly on anecdotal information and ig- 
nored the prevailing scientific opinion (85). 

The rescheduling petition was then appealed to 


Table 3. Criteria for a Drug To Be Considered a Medidne* 


Ibe chemislry of the drug must be known and reprodudWe 
Adequate safety studies must have been done 
Adequate and weH-controlled studies must have proven the efficacy of 
the drug 

The drug must be accepted by qualified experts 
The scientific evidence must be widely available 

* intormation obtained from reference 86. 
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the U.S. Court of Appeals for the District of Co- 
lumbia. In rejecting the petition to reschedule mar- 
ijuana (86), the Court determined that only rigorom 
scientific proof can satisfy the requirement of “cur- 
rently accepted medical use,” which is necessary for 
a substance to be considered a medicine (Table 3). All 
potential medicines are submitted to this standard. 

Severn survej^ have e xamin ed oncolo^sts’ choices 
of therapy for the nausea caused by chemotherapy. 
Doblin and Kleiman (87) surveyed 2430 oncologists 
(response rate, 43%)- and found that 44% of the 
respondents had recommended illegal marijuana to 
at least one patient having chemotherapy. The re- 
sults of this survey have been widely misquoted (88, 
89). For example, Grinspoon and Bakalar (89) in- 
correctly stated in a major medical journal that 
“44% of oncologists,” rather than 44% of oncolo- 
gists responding to the survey, had recommended 
marijuana to their patients. The results actually (»r- 
resjK)nded to 6% of practicing oncologists. 

Schwmtz and Beveridge (90) surveyed oncologists 
practicing in the Washington, D.C., area to deter- 
mine their preferences for the treatment of nausea 
caused by chemotherapy. Oral THC or smoked 
marijuana ranked ninth out of nine choices for mild 
nausea and sixth out of nine for severe nausea. 
Approximately 25% of the respondents who treated 
their patients with marijuana reported that the pa- 
tients had adverse side effects. 

We posed the same question to 1500 clinical adult 
oncologists in a survey conducted in 1994 (91) that 
had a 75% response rate. The choice of serotonin 
receptor antagonists was also considered in the sur- 
vey. More than 88% of respondents had never rec- 
ommended crude marijuana to a patient. Only 1% 
estimated that they had recommended crude mari- 
juana more than five times a year. 

In November 1996, ballot initiatives in California 
and Arizona allowed physicians to either recom- 
mend (California) or prescribe (Arizona) crude 
marijuana. These initiatives placed no limitations on 
age or on the disorders for which crude marijuana 
could be used. The medical significance of these 
initiatives is that they circumvent the U.S. Food and 
Drug Administration process for assuring safety and 
efficacy and that th^ may expose patients to the de- 
livery of a crude herbal substance through smoking. 


Conclusions 

The literature suggests that pure THC is useful 
for nausea associated with cancer chemotherapy and 
that it may be useful in low doses for appetite 
stimulation in patients with the AIDS wasting syn- 
drome. Both marijuana and pure THC may have 
toxic effects, and die therapeutic benefits of these 


substances must be careftilly weighed against these 
effects. 

Research has recently defined the presence of a 
cannabinoid receptor and the existence of an en- 
dogenous cannabinoid, anandamide (92). It has also 
shown that cannabinoids have affinity for various 
locations in the brain. It is conceivable that syn- 
thetic cannabinoids could be developed to minimize 
toxicity and maximize therapeutic benefits, and ac- 
tive research into these possibilities seems appropri- 
ate. New delivery systems (such as suppositories [20] 
or nasal inhalers) for the administration of pure 
THC, as well as the current availability of numerous 
effective antiemetic agents, precludes the perceived 
need to smoke crude marijuana for medicinai pur- 
poses. Pure THC is already available as a prescrip- 
tion medication. Crude marijuana does not qualify 
as a medicine and remains a Schedule 1 drug. 
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«CADCA 


Community Anti-Drug Coalitions of America 

625 Slaters Lane, Suite 300 • Alexandria, VA 22314 
(703) 706-0560, FAX (703) 706-0565 
www.CADCA.org 


VIA FACSIMILE 
(202) 456-2461 

May 7, 2004 

President George W. Bush 
The White House 
1600 Pennsylvania Ave 
Washington, D.C, 20500 

Dear Mr. President: 

On behalf of the 5,000 coalition members that Community Anti-Drug Coalitions of 
America (CADCA) represents, I am writing to strongly urge you to instruct the Food and 
Drug Administration (FDA) to issue warning letters to all states, local governments, 
medical boards, website operators and sellers of marijuana explaining that the FDA has 
not approved botanical marijuana for “medicinal use” and that it cannot be advertised as 
such. Furthermore, I respectfully request that you direct the FDA to take action against 
entities that continue to falsely advertise marijuana as medicine with appropriate 
penalties. 

It has recently come to my attention that the FDA has issued a multitude of warning 
letters to websites over: (1) weight loss claims, (2) the relationship between walnuts and 
the risk of heart disease, and (3) the potential risk of ultrasound 'keep-sake' images. 
Many, if not most of these claims, are based on little or no conclusive, scientific 
evidence. Mel Stratmeyer, Ph.D., in the FDA's Office of Science and Technology was 
quoted in an article related to the ultrasounds as saying, “...if there's even a possibility 
of potential risk, why take the chance?” 

If the FDA uses the standard of “possibility of potential risk," don't Americans also 
deserve to be protected from the demonstrably false claims being made about “medical 
marijuana." The public relies upon the FDA to advise them on medicine, based on 
sound medical evidence. To date, the FDA has not approved nor has it found any 
medicinal value in botanical marijuana, which is why it remains a Schedule I controlled 
substance. Despite this fact, websites, state and local governments, private vendors 
and doctors continue to advertise and endorse the medicinal value of smoked 
marijuana. 

Marijuana is not a harmless drug: it is the most widely abused illicit drug in the nation. 
According to the Substance Abuse and Mental Health Services Administration’s 
Treatment Episode Data Set, approximately 60% of adolescent treatment cases in 2001 
were for marijuana abuse. Research shows that the decline in the use of any illegal 
drug is directly related to its perception of harm or risk by the user. Advertising smoked 
marijuana as medicine sends the wrong message to America's youth - that marijuana is 
not dangerous. The efforts of the drug legalization movement, to promote “medical 



285 


marijuana” to the public severely dilutes the prevention messages that community anti- 
drug coalitions across America are trying so hard to communicate: marijuana is 
dangerous and has serious consequences. 

An April 2nd story in Reuters Health (“FDA Warns 16 Websites Over Weight Loss 
Claims) shows that the FDA is issuing warnings in these cases based on “false and 
misleading claims” that may have significant health consequences to the public. These 
same kind of claims are being made regarding “medical marijuana.” Doctors and 
websites are giving faise hope to patients by telling them that marijuana will help them, 
without warning these patients of the potentially serious side effects of smoking 
marijuana. At a hearing before the House Government Reform Subcommittee on 
Criminal Justice, Drug Policy and Human Resources, Dr. Nora Volkow, Director of the 
National Institute on Drug Abuse (NIDA), the government’s lead agency on drug abuse 
research, testified that even if marijuana were found to have medicinal value at some 
point in the future, doctors could not in good faith recommend patients smoke it 
because it is inherently toxic as a delivery system. When considering new drug 
therapies, any positive effects must outweigh the negative side effects. 

Mr. President, I strongly urge you to instruct the FDA to send warning letters to all 
states, local governments, medical boards, websites and sellers of marijuana explaining 
that the FDA has not approved botanical marijuana for medicinal use and that it cannot 
be advertised as such. Thank you for considering my views. 

Sincerely, 


Arthur T. Dean 

Major General, U.S. Army, Retired 
Chairman and CEC 

cc: Lester Crawford, D.V.M., PhD, Acting Commissioner of Food and Drugs 

John P. Walters, Director of the White House Office of National Drug Control Policy 
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http://www.examiner.com/news/default.isp?storv=n.studv.0609w 


San Francisco Examiner 
06/09/2003 

Study: Many HIV patients use pot for mental health 

BYSAKAZASKE 
Of The Examiner Staff 

SAN MATEO — Results coming out of the medical marijuana research project at the San 
Mateo Medical Center are making waves in the scientific community. 

The first clinical trials, which ended in February, are still being analyzed. But 
psychologists were treated to some surprising data from an initial Medical Center survey 
of HIV patients at the American Psychiatric Association conference in May. The study 
indicated that more HIV patients smoked marijuana for mental rather than 
physical reasons . 

"We expected to see people smoking marijuana to alleviate nausea, pain and to 
increase their appetite -- all the reasons that are commonly cited," said Diane 
Prentiss, a research epidemiologist with the Medical Center. "In this case, we were 
surprised that 57 percent say they smoked to relieve anxiety or depression ." 

To gather baseline information for use in clinical trials of medical marijuana, researchers 
at the San Mateo Medical Center surveyed 252 HIV patients. Of that number, 23 percent 
(58 patients) admitted to smoking marijuana in the last four weeks. 

When asked for the main reasons they used the drug, most cited several reasons. 
Mental health issues topped the list. Curbing nausea and increasing appetite was the 
second, with 52 percent. Recreational use came in third with 33 percent. Only 28 
percent said they smoked to alleviate pain . 

The prevalence of the mental health issue is a significant finding that raises some 
interesting questions, said Dr. Dermis Israelski, chief of staff and chief research officer at 
the Medical Center. 

"In terms of understanding the whole field, it is safe to say that there is a fair amount of 
self-medication that physicians are not aware of," he said. "It does speak to whether it's 
appropriate medication. Are physicians doing a good enough job when patients are using 
outside medication? Do we have better treatments for anxiety and depression? These are 
very important issues related to quality of life." 

Mental health is especially important for HIV patients, Israelski said, pointing to studies 
showing that mental health impacts a patients' ability to adhere to the strict medical 
regimens used to combat the often-fatal disease. 

Dr. Cheryl Koopman, an associate professor of psychiatry at Stanford, said that many of 
her colleagues were intrigued by the results of the Medical Center's study presented at the 
conference. 
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"There was a lot of interest. A number of clinicians in the room felt it was relevant to 
patients they are working with," she said. "Because of the illegality of marijuana there's a 
lack of research. We don't know if self-medication is systemic. It's another reason for 
large studies to be conducted in a scientifically rigorous way." 

The San Mateo Medical Center's work with medical marijuana is the only publicly 
funded research of its kind in the country. "It is not an easy field to study," said Israelski. 
"People don't want to touch it for political reasons." 

The Bush administration has come out strongly against any legalization of marijuana, 
even for medical purposes, claiming there is no research proving it has health benefits. 

"It's a Catch-22," said Israelski. "If they make it tough to study, how do you get scientific 
evidence?" 

The Medical Center has managed to complete one roimd of clinical trials studying 
medical marijuana and HIV patients, but Israelski is still negotiating for federal approval 
for two more studies. The AIDS researcher credits the political support at the coimty 
level — particularly fi-om Supervisor Mike Nevin and County Manager John Maltbie — 
for the success of the project so far. 

The first round of the Medical Center clinical trials focused on marijuana's affect on 
peripheral neuropathy, a severe debilitating leg pain associated with HIV. 

For the next trials, the Medical Center research team wants to expand the study to include 
potential effects on nausea, gastrointestinal disorders and wasting syndromes associated 
with HIV. A third round of trials would study the drug's effects on cancer patients. These 
second and third trials are still awaiting federal approval. 

Significant benefits to marijuana, marijuana-related or "cannabinoid" products may not 
be found, even if studies are conducted, Israelski said. 

"I'm not a believer. I am approaching this as a scientist to see if there are merits, and then 
let the dust settle," he said. "I have no axe to grind, but we should be able to do the 
study." 
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2/23/04 L.A. Times F3 
2004 WL 55894932 
Los Angeles Times 

Copyright 2004 The Los Angeles Times 
Monday, February 23, 2004 
Health; Features Desk 

Medicine; Unorthodox uses for medicinal marijuana; The drug is being 
recommended by some doctors for conditions such as depression and ADD. 

Daniel Costello 
Special to The Times 

Buoyed by a recent federal court decision, a small but growing number of 
California doctors are treating patients with marijuana for a host of medical 
conditions, including some controversial ones, such as adult depression and 
attention deficit disorder in children. Experts say most of these doctors are 
recommending medicinal marijuana only for the treatment of conditions for which 
there is some scientific research supporting its benefit; pain management, 
glaucoma and as an appetite enhancer for cancer and AIDS patients. But others 
already are raising concerns about doctors who recommend marijuana for purposes 
for which there is little or no science demonstrating its effectiveness. 

It is common for doctors to use medications to treat "off-label" conditions for 
which the drug is not approved. However, some experts are concerned that 
patients using marijuana for unorthodox treatments may not be receiving 
medications proven to be effective. 

Doctors are split about the overall safety of using marijuana. Some consider it 
extremely safe, noting that an estimated one-third of U.S. adults have tried 
it, with few reported medical complications. Others, however, contend that 
smoking marijuana may be as harmful as tobacco, doing more harm than good. 

"Marijuana shows encouraging results in some areas like pain management and 
nausea. But there is little evidence to suggest it has any benefit beyond a few 
defined areas," says Igor Grant, director of the University of California's 
Center for Medicinal Cannabis Research in San Diego. 

Physicians who recommend cannabis insist its health benefits are plentiful, and 
they advise patients to use it only after other medications and treatment have 
failed. 

Dr. Claudia Jensen, a Ventura family doctor, says she is treating dozens of 
patients with marijuana for a range of medical conditions, including children 
with ADD. 
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Jensen acknowledges that the science is lacking to justify some of her 
unorthodox uses, but says she has seen many patients for whom marijuana is the 
only treatment that seems to work. For patients younger than 1 8, Jensen says 
she first recommends Marinol, an FDA-approved synthetic oral form of the drug 
available by prescription. If that doesn't work — and the children's parents 
agree - she recommends growing marijuana at home and incorporating the drug 
into prepared foods, such as brownies. 

Only as a last resort does Jensen recommend young patients smoke the drug. She 
says the amount she recommends varies. 

A spokeswoman for the Medical Board of California says that few doctors 
recommend marijuana as a treatment for children and that doing so isn't 
necessarily improper. The board's position, however, is that it should be done 
in only extreme cases, such as with cancer patients and only with careful 
doctor supervision. 

The science surrounding medical marijuana is as controversial as its politics. 

A widely cited study in 1999 by the influential Institute of Medicine found 
that cannabis may benefit several conditions, especially pain and loss of 
appetite. The report found little evidence to support its use beyond those 
areas. 

Separate research shows that marijuana may have counterproductive effects on 
young users. Dr. Martin Stein, a San Diego pediatrician who specializes in ADD, 
says that recommending marijuana to minors is "extremely controversial" and 
that "there are better and safer medications and behavioral treatments we have 
available to us." The Bush administration's position is that cannabis has no 
medical value, and it has strongly opposed its use by doctors. But last 
October, after challenges by the federal government, the 9th U.S. Circuit Court 
of Appeals ruled that doctors have a constitutional right to discuss marijuana 
with patients. The federal ruling covers California and four other states with 
their own medical marijuana laws. 

Partially because of the ruling, some doctors say they are more comfortable 
with prescribing marijuana. Earlier this month, two Lake Forest doctors opened 
a storefront clinic for patients seeking medical marijuana. And San Francisco 
is studying how to set up growing cooperatives to provide marijuana to 
chronically and terminally ill patients in the city. 

Many patients say they aren't concerned with all the legal and scientific 
confusion suiTounding marijuana. They just know it works for them. Matt 
Farrell, a 27-year-old Los Angeles cameraman, says he began smoking marijuana 
several times a day three years ago after his doctor recommended it to treat 
his recurrent depression and insomnia. Farrell says he tried a half dozen other 
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medications first, including the antidepressants Paxil and Zoloft, but they 
either didn't work or had too many side effects. "I have some medication before 
bed, or in the afternoon when I am feeling stressed. It just makes me feel 
better," he says. 

Frank Lucido, a Berkeley family physician who treats patients with marijuana 
for conditions including depression and post traumatic stress disorder, says he 
plans to continue recommending cannabis. "How are we ever going to know how 
much this drug can do unless we try?" he asks. 
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March 29, 2004 

STATEMENT CONCERNING COMMITTEE ON GOVERNMENT 
REFORM HEARING APRIL 1, 2004 

GENERAL SUBJECT: PREVENTING MASS LIBERALIZATION OF LAWS 
RESTRICTING CONTROLLED SUBSTANCES USE 


The health of Americans is increasingly at risk each time that a law restricting the use of a controlled 
substance is weakened or eliminated by the enactment of legislation designed to make it easier for people to obtain 
currently illegal substances. 

Among the fifty states, there has been a barrage of such legislation, most of which is poorly written, 
sometimes self-contradictory, and all of which has as its basic thrust to circumvent all levels of the court system. 

For more than a quarter of a century, false arguments have been brought forward that the only justice for users 
lies in eliminating the laws under which they were convicted of possession of illegal substances. 

I submit that the National Conference of State Trial Judges (American Bar Association) should be “given a 
place at the tables” of all groups involved in such actions, including the Committee on Government Reform. The 
purpose of their inclusion should be to construct a fifty state uniform measure that will eliminate the need for the 
hundreds of state laws currently in effect on the subject and replace them with a just solution for the nation. 

If judges’ decrees, including sentencing, were fair and uniform for the nation, there would be no need to 
“rescue” users from so-called unjust sentences. If such judgements contained provisions for medical assistance for 
individuals who are drug dependent, including mandates for implementation of such assistance, we could 
eliminate the return of drug dependent users to the street to continue their search for addictive substances. Please, do 
not tell me this is not possible! 

If law enforcement and the medical community work together , the problems of the perpetually addicted user 
can be eliminated. These problems are not presently being solved, nor will they be until all addicted persons, in or out 
of prison, are able to permanently “shake the habits” they have formed. 

Will this be a difficult task? YES ! 

Can this be accomplished? YES!! 

Submitted by: Cornelia J. Munroe, Retired Director, Fresh Air Concerns Everyone 
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Testimony for inclusion in the hearing on marijuana 
April 1, 2004 {and/or any extension of that date), 
before the 

Subcommittee on Criminal Justice, Drug Policy, and Human Resources, 
Committee on Government Reform 

From: 

The national "American Consumers' Association" 

Primary contact address: 

1666 Garnet Ave. - Mail Stop; PMB-203 

San Diego, CA 92109 
858/488-8222 

As presented by: 

Jonathan West, Director 
"American Consumers' Association" 


TO ALL WHOM THIS MAY CONCERN, 

Introduction 

This association, and in fact, a growing number of Americans are 
becoming alarmed by the well financed and well organized efforts to 
legalize dangerous drugs here in our nation. And, as can be clearly 
seen, this effort is being put forward in simple increments to make it 
seem less dangerous and less threatening to the people of America, and 
in particular, to our youth. 

This effort has started with attempts to legalize the drug called 
"marijuana." The first push is to legalize it for "medical uses." 

This is to be followed by a strong drive to remove all legal barriers 
to the drug for the population in general. And, for many who are of 
this persuasion, the next step is to legalize other drugs as well. 

We understand that it is felt that if marijuana can be given a 
"medical" acceptance, the next step will be far less difficult. This 
"philosophy" of drug users has been substantially verified by some of 
the adherents through their own public statements. I would imagine 
that some on this committee have read one or more of these admissions 
in the occasional media coverage that infrequently notes such comments. 

In San Diego, California, there has been a concerted effort to push 
this first step in the drug's legalization. There was the state of 
California law on the use of "medical" marijuana {standing against the 
Federal regulations) and, in 2003, the San Diego City Council voted to 
further support that law with the implementation of its own marijuana 
distribution system. 

This, from a city council that has proven itself as a very 
questionable body with everything from stripper club bribe allegations 
that brought the F.B.I. down on City Hail, to numerous financial abuses 
and an enormous city debt that has put the taxpayers in serious 
jeopardy. 
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We had warned the people (through the local media wasn't too much 
interested in reporting it) that, "...the 'medical' legalization of 
marijuana in San Diego will encourage increased use of pot by our young 
people which also will lead to increases in even more dangerous drugs. 

"Now, on this date (July 7, 2003), John Waiters , who is the director 
of the White House office of National Drug Control Policy, announced 
that San Diego has had a recent increase in the use of marijuana and 
cocaine. It's exactly what we said would happen." 

We also previously attempted to present the proven medical 
consequences of the use of marijuana, but we found most local officials 
and much of local media, are not interested in hearing that which goes 
contrary to position of those in favor of the drug. It is a very bad 
situation. 

And yes, the crime rate, in general, is up in San Diego and other 
problems are arising. Slowly but surely we are destroying a beautiful 
city, known for its wonderful climate, and now also becoming known for 
its liberal drug use and crime. 

It is hoped that you will consider such issues when you examine the 
uses of marijuana. 


The Medical Report 

The following medical report will give you good reason to be even 
further concerned. The evidence speaks for itself. The report is as 
follows : 


Outline of Comprehensive Medical Research on Marijuana 

The information printed here can also be found in the book, "Good-bye, 
America?" (as seen in the Book Review section of the New York Times, 
and on numerous network and individual station broadcasts) . The 
information is as follows: 


U.S. Dept, of Health & Human Services: 

Marijuana distorts perception, damages short-term memory, and impairs 
judgement and complex motor skills. 

Dr. Donald Tashkin, UCLA Research Physician: 

Persons smoking 3 or 4 joints a day often suffer noticeably from 
bronchitis . 

New England Journal of Medicine article: 

There seems to be a direct correlation between heavy pot smokers and 
male breast enlargements. 

American Council for Drug Education: 

Marijuana negatively affects driving abilities to the degree that such 
use is found associated with an unusually high percentage of traffic 
accidents and fatalities. 
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Research at the University of Illinois in Chicago: 

The "THC" in pot seems to weaken the immune system. 

Columbia University researcher. Dr. Wylie C. Hembree: 

He found that heavy and sustained use of marijuana negatively effects 
male smokers' ability to produce normal sperm. 

American Lung Association Bulletin: 

Marijuana smoke is more damaging to the heart and lungs than tobacco 
smoke . 

American Medical Association handbook for physicians: 

Marijuana smoke contains larger amounts of cancer-causing hydrocarbons 
than tobacco smoke, and lung damage can appear within 3 months. 

A report from The Institute of Medicine of the National Academy of 
Sciences : 

Marijuana negatively effects the ability to detect a flash of light, 
to follow a moving object with your eyes, your oral communication, your 
short-term memory, and the ability to learn. 

Dr. Philip Landfield of Wake Forest University, North Carolina: 

The active ingredient in pot (THC) causes a definite loss of brain 
cells in rats, similar to an effect attributed to aging. 

A Science Digest report by Dr. Robert Heath, of Tulane University 
School of Medicine: 

Regular use of marijuana may very well end up widening the gaps 
between nerve endings in the brain. 

University of California research report: 

Prolonged doses of the active ingredient in marijuana shrinks the 
frontal brain lobes of test monkeys. 

The National Institute of Drug Abuse: 

Found pot-induced damage to the region of the brain involved with 
memory and emotion. 

University of Hawaii scientist, Barbara Siegel: 

Found the distinct possibility of mercury poisoning associated with 
smoking marijuana. 

The Centers for Disease Control: 

Some marijuana can be expected, from time to time, to be found to be 
salmonella -contaminated. 

Journal of the American Medical Assn, report by Dr. Harold Kolansky & 
Dr. William Moore: 

Marijuana smoking on a regular basis can cause grave psychiatric ills, 
including psychosis. 

Senate testimony by Dr. William Pollin, when Dir, Of the National 
Institute on Drug Abuse: 

There is a strong link between original marijuana use leading to 
cocaine and heroin use. 
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Dr. Haroin Jones, Prof. Of Physiology and Medical Physics, UC, 
Berkeley, Calif: 

Marijuana is the most dangerous of drugs because the user is least 
aware of its effect, which can be devastating. 


ADDITIONAL NOTATIONS: 

This medical research outline can also be found on the following web 
site — 

http : //SanDiegoExpose . tripod.com 

Listed researchers and institutions noted in this outline will enable 
reader to thoroughly check on the validity and importance of this 
information through Internet inquiry and investigation. 


END OF REPORT 


We trust that this information will be given proper consideration and 
that your body will act in the best interest of the people of our 
nation, and in particular, for the safety and well-being of our 
children. 

We thank you for the opportunity to present these important facts to 
you at this time. 


Most sincerely, 


Jonathan West, Director 
’’American Consumers' Association" 
April 1, 2004 San Diego 
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Don't Fall For Pot-Smoking Con 

Andrea Barthwell, M.D. 

April 30 2004 

At the beginning of the last century, America was mired in near medicinal anarchy. Fly-by-night 
swindlers traveled from town to town hawking miracle medicines that claimed cures for everything from 
baldness to life-threatening diseases. Although the tonics rarely cured what their proponents claimed, 
constuners often did report feeling better after taking them. 

If these people felt better, then these tonics were no doubt good, effective medicines, right? Not exactly. 
In reality, people felt better because these "medicines" most often contained large amounts of alcohol, 
opium or other feel-good agents. This chaotic medicinal marketplace, where legitimate medicine 
competed with unproven and often dangerous snake oils, compelled Congress to create the Food and 
Drug Administration to verify and regulate the effectiveness and safety of all medicines. More than 
making people feel better, the FDA was established to ensure that medicines helped people get better. 

Unfortunately, Connecticut is the latest stop on a traveling medicine show being conducted by the 
snake-oil proponents of our age: the marijuana legalization lobby. Funded by millions of dollars from a 
handful of billionaires who want to legalize all drugs, marijuana lobbyists have been deployed to 
Hartford. They are cynically abusing Americans' natural compassion for the sick by garnering support 
for a far different agenda. These modern-day snake-oil proponents cite testimonials - not science - that 
smoking marijuana helps patients suffering from AIDS, cancer and other painful diseases "feel better." 

Most of us know a loved one who has suffered from chronic illness. We wouldn't want to deny them any 
relief. So why is it important that Connecticut legislators reject this proposal? The reasons go to the very 
foundation of our medical system, which relies on science, not easily manipulated public opinion, to 
determine what medicines are safe and effective. Endorsing marijuana smoking turns our medical 
system on its head, allowing pressure-group politics rather than medical judgment to determine what is 
safe and effective, and sends a dangerous message about marijuana to children. 

The FDA's process for approving medicine has contributed to the United States having the world's finest 
medical system. In the century that the FDA has been regulating medicines, it has shown a willingness 
to approve potentially harmfiil and addictive substances if it can be proved that the benefits outweigh the 
risks. The numerous medicinal derivatives of the opium poppy and the coca plant clearly demonstrate 
this principle. 

But smoked marijuana has never passed this test. There is no compelling scientific evidence that 
smoking marijuana relieves the myriad ailments that its proponents claim. Moreover, the medical 
community prescribes drugs that are safer and easier to adrninister and that have been scientifically 


http://www.ctnow.com/news/opinion/op_ed/hc-pot0430.artapr30,l,6096290,print.story?co... 4/30/2004 
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proved to be far more effective in treating the ailments that marijuana proponents claim are relieved by 
smoking marijuana. 

In addition, many Americans are unaware that in 1985 the FDA approved Marinol, a pill that contains 
marijuana's active ingredient and that leaves marijuana legalizers in the awkward and exposed position 
of trying to explain why smoking a crude weed is superior to a pill or other nonsmoking delivery 
systems currently in development. In light of these scientifically proven medicinal alternatives, the idea 
of telling suffering patients that the best we can do for them is to encourage them to inhale the hot 
smoke of a burning weed seems medieval. 

Connecticut lawmakers face an important decision. At a time when teen marijuana use is finally on the 
decline nationally (down 1 1 percent since 2001), lawmakers must ask themselves if endorsing marijuana 
as medicine is going to have a positive effect on Connecticut teens, including the estimated 19,000 12- 
to 17-year-olds in the state who decide to use marijuana for the first time each year. And is this outcome 
for thousands of Connecticut children acceptable in order to placate a handful of questionable marijuana 
proponents that claim they know some people who "feel better" when they smoke marijuana? 

Let's hope the Coimecticut legislature doesn't miss the simple answers in all of the marijuana lobby's 
pro-drag rhetorical smoke. 

Andrea Barthwell, M.D., is deputy director for demand reduction at the federal Office of National Drug 
Control Policy in Washington. 

Copyright 2004, Hartford Courant 


http://www.ctnow.com/news/opinion/op_ed/hc-pot0430.artapr30,l, 6096290, print.stoiy?co... 
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National Treatment Admissions for Primary Alcohol and Cocaine Abuse Decline; 
Opiates, Marijuana, and Stimulants Increase Since 1992 

The percentage of admissions to slate-ftinded substance abuse treatment facilities for alcohol abuse has 
declined since 1992, according to data from the national Treatment Episode Data Set (TEDS). While 
alcohol continues to be the substance most frequently cited as a primary substance of abuse, primary 
alcohol abuse accounted for less than one-balf (44%) of all admissions in 2001, down from 59% in 
1992. A decline was also seen in admissions for primary cocaine abuse (from 18% in 1992 to 13% in 
2001). At the same time, there was an increase in the proportion of admissions for primary abuse of 
opiates (from 12% to 1 8%), marijuana (from 6% to 15%), and stimulants (from 1% to 6%). Other drugs, 
including sedatives, tranquilizers, hallucinogens, inhalants, and PCP each accounted for less than 1% of 
yearly admissions during the nine year period (data not shown). 

Primary Substance of Abuse at Admission to U.S. State Licensed or Certified 
Substance Abuse Treatment Facilities, 3992-2001 
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NOTE: TEDS is based on admissions and not individuals. Therefore, an individual could be admitted to treatment more than 
once during the course of a calendar year, accounting for more than one admission. 

SOURCE; Adapted by CESAR from the Office of Applied Studies. SAMHSA, “National Admissions to Substance Abuse 
Treatment Services,” Treatment Episode Data Set (TEDS) I992~200l. December 2003. Available online at 
http://wwwdasis, samhsa.gov/teds0l/TEDS2K I Index.htm. 

Advertise Your Substance Abuse-Related Job Opening or Upcoming Event on CESAR’s Website 

As a service to the substance abuse community. CESAR will begin posting job openings and upcoming events on the 
CESAR website (www.cesar.umd.edu). If you have an employment opportunity or event that you would like considered for 
posting, please contact Jessica Woodruff atjwoodruff@cesar.umd.edu, 

•• 301-405-9770 (voice) *• 301-403-8342 (fax) •• CESAR@cesar.umd.edu •• www, cesar.umd.edu •• 

CESAR FAX is supported by BYRN 2003-l(K)6, awarded by the U.S. Department of Justice through the Governor’s Office of 
Crime Control and Prevention, CESAR FAX may be copied without permission. Please cite CESAR as the source. 
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National Survey on Drug Use and Health 


-me NSDUH Retxirt 

January 9, 2004 


Marijuana Use and Delinquent 
Behaviors among Youths 


H” % esearch suggests that amongyouths, 

frequency of marijuana use is associated 
.A. ^Li\ath problem behaviors, including 
delinquent behaviors. The National Survey on 


In Brief 


• More than 5 million youths (21 
percent) engaged in serious 
fighting at school or work, and 
almost 4 million (16 percent) 
took part in a group-against- 
group fight in the past year 

• In 2002, 4 million youths (16 
percent of those aged 12 to 
17) used marijuana in the 
past year 

• The percentages of youths 
engaging in delinquent 
behaviors in the past year 
rose with increasing 
frequency of marijuana use 


Drag Use and Health (NSDUH), formerly the 
National Household Survey on Drug Abuse 
(NHSDA), asks youths aged 12 to 17 to report 
how often they engaged in the following delin- 
quent behaviors during the past year; (a) serious 
fighting at school or work, (b) taking part in a 
fight where a group of friends fought against 
another group, (c) attacking someone with the 
intent to seriously hurt them, (d) stealing or trying 
to steal anything worth more than $50, (e) selling 
illegal drugs, or (f) carrying a handgun.^ Youths 
also are asked whether they used marijuana or 
hashish during the past 12 months. Past year 
marijuana users are asked how many days they 
used marijuana or hashish during the past year. 


Frequency of Marijuana Use among 
Youths 

In 2002, almost 4 million youths aged 12 to 17 
(16 percent) reported using marijuana during the 
past year. Nearly 1.5 million (38 percent of past 
year users) used marijuana on 1 to 1 1 days in the 
past year, 21 percent used on 12-49 days, 9 
percent used on 50-99 days, 23 percent used on 
100-299 days, and 9 percent (358,000 youths) 
used marijuana 300 or more days in the past 
year. 


Th0 NSDUH Report (formerly The NHSDA Report) is pubfi^ed periodicalty by the Office of Applied Studies. Substance Abuse and Mental Health 
Services Administration (SAMHSA). /Wl material appearing in tNs r^rt is m the public domain and may be reproduced or copied without permission 
from SAMHSA. Additional copies of this report or other reports frwn the Office of Af^ied Studies are available on*iine: 
http ;//www.DrugAbuseStatistics. samhsa.gov. Citation of the swJfce is appreciated. 
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NSDUH REPCHCT: MARUU^A USE AND DELINQUENT BB<A\ffQRS AMONaYOUfflS 


January 9, 2004 


Figure 1. Percentages ofYouths Aged 12 to 17 
Participating in Delinquent Behaviors One or More 
Times in the Past Year: 2002 
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Prevalence of Delinquent Behaviors 
among Youths 

In 2002, approximately 2 1 percent of youths (5 million) 
engaged in serious fighting at school or work, almost 16 
percent (4 million) took part in a group-against-group 
fight, and almost 8 percent (2 million) attacked someone 
with the intent to seriously hurt them during the past year 
{Figure I). Nearly 5 percent of youths (1.2 million) stole 
or tried to steal something worth more than $50, more 
than 4 percent (I, I million) sold illegal drugs, and more 
than 3 percent (800,000) carried a handgun during the 
past year. 


Delinquent Behaviors and Frequency of 
Marijuana Use 

In 2002, the percentages of youths engaging in delinquent 
behaviors was higher among past year marijuana users 
than among those who had not used marijuana. For all 
six of the delinquent behaviors examined, the percent of 
youths engaging in the behavior rose with increasing fre- 
quency of past year marijuana use (Fibres 2-7). 


End Notes 

1. Donovan, J. E. (1996). Prottem-behavior theory and the etij^naliontrf 
adolescent marijuana use. Journal of Drug Issues, 26. 379-404. 

2. Greenblatt, J.C. (1998). Adolescent self-reported behaviors wd their 
association with marijuana use. In: Substance Abuse and Mental Health 
Services Administratiwi. Office of ^pHed Studies. Analysis of Substance 
Abuse and Treatment Need Issues (DHHS PoWication No. SMA 98-3227, 
Analytic Series A- 7), Rockville. MD. 


Figure 2. Percentages ofYouths Aged 12 to 17 Who 
Took Part in Serious Fighting at Schooi or Work in the 
Past Year, by Frequency of Past Year Marijuana Use: 
2002 



NoPast 1-11 12-49 50-99 100-299 300or 

Year Days Days Days Days More 

Use Days 



3. Youttw were asked how many times In the past year they had participated in 
each deNnquent behavior. The response options are; (a) 0 timas. (b) 1 or 2 
times, (c) 3 to S times, (d) 6 to 9 times, and (e) 10 or more times in the past 
year. For ftis report, youths ware counted as engaging in the behavior if 
they reported participating one or more times. 


Figure Note 

Source: SAMSHA 2002 NSDUH 
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Figure 4. Percentages of Youths Aged 1 2 to 17 Who 
Stole or Tried to Steal Anything Worth More Than $50 
in the Past Year, by Frequency of Past Year Marijuana 
Use: 2002 



Year Days Days Days Days More 
Use Days 


Figure 6. Percentages ofYouths Aged 12 to 17 Who 
Took Part in a Group-Against-Group Fight in the Past 
Year, by Frequency of Past Year Marijuana Use: 
2002 


60%- 


50% • 



No Past 1-11 12-49 50-99 100-299 300 Of 

Year Days Days Days Days More 

Use Days 


The Nationa! Survey on Drug Use and HeaKh (NSDUH) is art annual survey 
sponsored by the Substance Abuse and Mental Health Services Admini- 
stration (SAMHSA), Prior to 2002. tftis survey was called the National 
Household Survey on Drug Abuse (NHSOA). flte 2002 data are based on 
information obtained from 68.2 16 persons aged 12 or older, including 
23,645 youths aged 12 to 17. The survey collects data by ctdmmisterHig 
qoesiionnaires to a representative sample of the populaUffli through lace- 
to-facs Interviews at their place of residence. 

The NSDUH Report is prepared by the Office of Applied Shxfies (OAS), 
SAMHSA, and by RTI in Research Triangle Park, North CaroBna. 


Figure 5. Percentages ofYouths Aged 12 to 17 Who 
Attacked Someone With the intent to Seriously Hurt 
Them in die PastYear, by Frequency of Past Year 
Marijuana Use: 2002 



NoPast 1-11 12-49 50-99 100-299 300 or 

Year Days Days Days Days More 

Use Days 


Figure 7. Percentages ofYouths Aged 12 to 17 Who 
Carried a Handgun in the PastYear, by Frequency of 
PastYear Marijuana Use: 2002 



Use Days 


Office of Applied Studies, (2003). Resulls from the 2002 NaHorial Survey on 
Drug Use and Health: National firvlmgs (DHHS Publication No. SMA 03-3836, 
NHSOA Series H-22). Rockville, MD: Substance Abuse and Mental Health 
Services Administration. 

Also available on-iioe: ht!o:/fwww.DnjgAbuseStalislK:s.samhsa.gov, 

Because of improvements and modttications to the 2002 NSDUH, estimates 
from the 2002 survey should not be compared with estimates from the 200 1 or 
earlier versions of the survey to examine changes over lime. 

./""i U.S. DEPARTMENT OF HEALTH tHUIHAN SERVICES 


Information and data for this issue are baaed on the following puMcalkw 

and statistics: <r»» 
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MOMSft^ 




poiox«so 

Mp^UMlBTf, ftRBPyiVPBtP 
I'ffifS 

(717)Sta<3ia6 


April 19" 2004 


CongreMman MarkSeuder 
Chairman 

Sub^Cormnlttae on Criminal .iuatiea, Drug Polley and Human RMourcaa 
Conynttlae <m Oovamment Ratorm 

OaaH' Ccrngmaaman Soudor, 

i am writing in ragard to tha haarirtg you hald on toa Itaua of madioai ma^uana. I am firmly 
opposed to toe legalization 0 ' so c aB a d ‘medical rrwf^uana' in 1998 1 ioat my only daughter 
A^ela to a heroin overdose. She did not wake up or>e morning to bee w ina a hm^in addiol: her 
addiction began with irtoiriants to>d marijuana. We battiad her addIctiQn tor over 4 yaws ui^l her 
body vms toimd thrown down a muddy embankment near a ciaek. She was l«R toera by her drug 
dealer He did not want to be impHeated in her death. Since her death, i founded MOMSted 
(MKSMS em a mission to advocste for drug treatment, educafion, and lobby for lagtidBlkin). Our 
mission Is to aducate parents about toe dangers of drugs and create a resource to join parwits to 
advocate for positive change ragatcNng drug and alcohol ieaues. 

Mfo at MOMStofi are oonstanf jy educating ourseNea to give parents tha iateat updatea on the 
r^ug trends arKi their dangeni. The POA has not approved smeMng tnaryuarw as a iegitenate 
medicina. We knew the dantieni of smoking ar\d toe Surgeon GeneraTs attempt to warn the 
people of this danger. I attemled tha hearing arid spoke at the natforwl press conforerMto on the 
stsfM of the Supreme Court vrhen they heard toe case regarding medical mai^uana. Thay ruled 
unanimousty that there was ro medical necessity defense for mar^ana. Aee^i r rg to the 
Pennsylvania Department of Health’s CIS data, the number one drug ot choice used by ehUdren 
ages 12-17 entering public funded treatment was marijuana. Whw) you move up to the 19-24 
years olds, the top dnig choice moves to heroin, even above alcehoi. My daughter mowed from 
marijuana at about age 15 to herofo by age 19. She died before reaching her 19^ birthday! 

I urge you to look at the evidcince and s^ the legalization of this drug for any use. Tha safety 
and well being of the children of this nafion is st stake. We must not let our foture genefabons 
think this Hiegal arMi FOA una^^woved drug Is safe. Tha rapercussions wfii be devastating. I 
unfortunately Irnow toe realtty of this first-hand. 

Sinoerely 


Sharon L. Smith 


PresidwitriMOMStell 
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MARUUANA USE TRENDS IN THE 8 MEDCAI. MARIJUANA 
STATES 1/8. TREND IN NATIONAL AVERAGE USE; 
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Testimony f or inclusion in the hearing on marijuana 

April 1. 2004 (and/or any extension of that date), 
before the 

Subcommittee on Criminal Justice. Drug Policy, and Human Resources . 
C ommittee on Government Reform 

From: 

The national "American Consumers ' Association " 

Primary contact address: 

1 666 Garnet Ave. - Mail Stop: PMB-203 
San Diego, CA 92109 
858/488-8222 

As presented by: 

Jonathan West, Director 
"American Consumers ‘ Association " 


TO ALL WHOM THIS MAY CONCERN, 

iDtroductioD 

This association, and in fact, a growing number of Americans are becoming alarmed by the well 
financed and well organized efforts to legalize dangerous drugs here in our nation. And, as can be 
clearly seen, this effort is being put forward in simple increments to make it seem less dangerous and 
less threatening to the people of America, and in particular, to our youth. 

This effort has started with attempts to legalize the drug called "marijuana.” The first push is 
to legalize it for "medical uses.” This is to be followed by a strong drive to remove all legal barriers 
to the drug for the population in general. And, for many who are of this persuasion, the next step 
is to legalize other drugs as well. 

We understand that it is felt that if marijuana can be given a “medical" acceptance, the next step 
will be far less difficult. This "philosophy” of drug users has been substantially verified by some 
of the adherents through their own public statements. I would imagine that some on this committee 
have read one or more of these admissions in the occasional media coverage that infrequently notes 
such comments. 

In San Diego, California, there has been a concerted effort to push this first step in the drug's 
legalization. There was the state of California law on the use of “medical” marijuana (standing 
against the Federal regulatiors) and, in 2003, the San Diego City Council voted to further support 
that law with the implementation of its own marijuana distribution system. 

n 
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This, from a city council that has proven itself as a very questionable body with everything from 
stripper club bribe allegations that brought the F.B.I. down on City Hall, to numerous financial 
abuses and an enormous city d ebt that has put the taxpayers in serious jeopardy. 

We had warned the people (through the local media wasn’t too much interested in reporting it) 
that, "...the 'medical ' legalization of marijuana in San Diego will encourage increased use of pot 
hy our young people which also will lead to increases in even more dangerous drugs. 

"Now, on this date (July 7, 2003), John Walters , who is the director of the White House office 
of National Drug Control Policy, announced that San Diego has had a recent increase in the use 
of marijuana and cocaine. It is exactly what we said would happen, " 

We also previously attempted to present the proven medical consequences of the use of 
marijuana, but we found most local officials and much of local media, are not interested in hearing 
that which goes contrary to position of those in favor of the drug. It is a very bad situation. 

And yes, the crime rate, in general, is up in San Diego and other problems are arising. Slowly 
but surely we are destroying a beautiful city, known for its wonderful climate, and now also 
becoming known for its libera! drug use and crime. 

It is hoped that you will cor aider such issues when you examine the uses of marijuana. 


The Medical Report 

The following medical report will give you good reason to be even further concerned. The 
evidence speaks for itself. The report is as follows: 


Outline of Comprehensive Medical Research 
on Marijuana 

The information printed here can also be found in the book, "Good-bye. 
America?" (as seen in the book Review section of fhe New York Time-s. and on 
numerous network and individual station broadcasts). The information is as 
follows: 


U.S, Dept, of Health & Human Slervices: 

Marijuana distorts perception, damages short-term memory, and impairs judgement and complex 
motor skills. 


S 
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Dr. Donald Tashkin, UCLA Rosearch Physician: 

Persons smoking 3 or 4 joints a day often suffer noticeably from bronchitis. 

New England Journal of Medicine article: 

There seems to be a direct correlation between heavy pot smokers and male breast enlargements. 
American Council for Drug Education: 

Marijuana negatively affects driving abilities to the degree that such use is found associated with 
an unusually high percentaije of traffic accidents and fatalities. 

Research at the University of Illinois in Chicago: 

The “THC” in pot seems to weaken the immune system. 

Columbia University researcher. Dr. Wylie C. Hembree: 

He found that heavy and sustained use of marijuana negatively effects male smokers' ability to 
produce normal sperm. 

American Lung Association Be lletin; 

Marijuana smoke is more d amaging to the heart and lungs than tobacco smoke. 

American Medical Association handbook for physicians: 

Marijuana smoke contains larger amounts of cancer-causing hydrocarbons than tobacco smoke, 
and lung damage can appear within 3 months. 

A report from The Institute of hfedicine of the National Academy of Sciences: 

Marijuana negatively effects the ability to detect a flash of light, to follow a moving object with 
your eyes, your oral communication, your short-term memory, and the ability to leam. 

Dr. Philip Landfield of Wake Forest University, North Carolina: 

The active ingredient in pot (THC) causes a definite loss of brain cells in rats, similar to an effect 
attributed to aging. 

A Science Digest report by Dr. Robert Heath, of Tuiane University School of Medicine: 

Regular use of marijuana mtiy very well end up widening the gaps between nerve endings in the 
brain. 

University of California research report: 

Prolonged doses of the active ingredient in marijuana shrinks the frontal brain lobes of test 
monkeys. 

The National Institute of Drug Jvbuse: 

Found pot-induced damage to the region of the brain involved with memory and emotion. 
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University of Hawaii scientist, Barbara Siegel: 

Found the distinct possibility of mercury poisoning associated with smoking marijuana. 

The Centers for Disease Control: 

Some marijuana can be expected, from time to time, to be found to be salmonella-contaminated. 

Journal of the American Medical Assn, report by Dr. Harold Kolansky & Dr. William Moore: 
Marijuana smoking on a regular basis can cause grave psychiatric ills, including psychosis. 

Senate testimony by Dr, William Pollin, when Dir. Of the National Institute on Drug Abuse; 
There is a strong link between original marijuana use leading to cocaine and heroin use. 

Dr. Haroin Jones, Prof. Of Ph;/siology and Medical Physics, UC, Berkeley, Calif: 

Marijuana is the most dangerous of drugs because the user is least aware of its effect, which can 
be devastating. 


ADDITIONAL NOTATIONS: 

This medical research outline can also be found on the following web site — 
http://SanDieuoExDosetriDod.com 

Limed researchers and institutions noted in this outline will enable reader to thoroughly check on 
the validity and importance of this information through Internet inquiry and investigation. 


END OF REPORT 


We trust that this informat! on will be given proper consideration and that your body will act in 
the best interest of the people of our nation, and in particular, for the safety and well-being of our 
children. 

We thank you for the oppcrtunity to present these important facts to you at this lime. 


Most sincerely, 

^ ^JsmdOian West, Director 
“Amerlcao Consaners’ Association” 





April 1,2004 


San Diego 
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i 

QUESTION PRESENTED 

Whether the Controlled Substances Act, 21 U.S.C. 801 et 
seq., exceeds Congress’s power under the Commerce Clause 
as applied to the intrastate cultivation and possession of 
marijuana for purported personal “medicinal” use or to the 
distribution of marijuana without charge for such use. 
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INTEREST OF AMICI AND 

SUMMARY OF ARGUMENT^ 

Amici are Members of the U.S. House of Representa- 
tives, each of whom has taken a strong interest in drug 
and narcotics policy. Representative Mark E. Souder is Co- 
Chair of the Speaker’s Task Force For a Drug-Free Amer- 
ica (“Speaker’s Task Force”), and Chairman of the Sub- 
committee on Criminal Justice, Drug Policy and Human 
Resources (Government Reform Committee), which has 
oversight over all aspects of federal narcotics policy. 
Representative Cass Ballenger is a member of the 
Speaker’s Task Force, and Chairman of the Subcommittee 
on the Western Hemisphere (International Relations 
Committee). Representative Dan Burton is a member of 
the Speaker’s Task Force, and Chairman of the Subcom- 
mittee on Human Rights and Wellness. Representative 
Katherine Harris is a member of the Speaker’s Task Force, 
and Vice Chair of the Subcommittee on the Western 
Hemisphere (International Relations Committee). Repre- 
sentative Ernest J. Istook, Jr., is a member of the 
Speaker’s Task Force, and Chairman of the Subcommittee 
on Transportation and Treasury, and Independent Agen- 
cies (Committee on Appropriations), which has responsibil- 
ity for the annual budget of the federal Office of National 
Drug Control Policy. Representative Jack Kingston is a 
member of the Speaker’s Task Force, and Chairman of the 
Subcommittee on the Legislative Branch (Committee on 


‘ The parties have consented to the filing of this brief. Counsel for 
a party did not author this brief in whole or in part. No person or entity, 
other than the Amici Curiae, the Subcommittee on Criminal Justice, 
Drug Policy and Human Resources (Government Reform Committee), 
or their counsel, made a monetary contribution to the preparation and 
submission of this brief 
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Appropriations). Representative Doug Ose is a member of 
the Speaker’s Task Force, and Chairman of the Suhcom- 
mittee on Energy Policy, Natural Resources and Regula- 
tory Affairs (Government Reform Committee). 

Drug abuse remains the nation’s most important 
public health problem. Each year, over 20,000 people die 
as a direct consequence of drug abuse, while many thou- 
sands more end up in emergency rooms due to drug- 
related causes. See Centers for Disease Control, Deaths: 
Preliminary Data for 2002, National Vital Statistics 
Reports, at 18 (Feb. 11, 2004); Substance Abuse & Mental 
Health Servs. Admin., Emergency Department Trends 
From the Drug Abuse Warning Network, Final Estimates 
1995-2002 (July 2003). The annual economic costs of drug 
abuse to the nation as a whole have been estimated at 
$143.2 billion, including $12.9 billion in health care costs 
(such as emergency medical care, and drug abuse treat- 
ment) and $98.5 billion in lost productivity. Executive 
Office of the President, Office of National Drug Control 
Policy, The Economic Costs of Drug Abuse in the United 
States, 1992-1998, at 2, 4-6 (2001). 

Drug abuse is facilitated by an illegal but nationwide 
and flourishing market for illicit drugs. Congress and the 
Executive Branch have responded by attacking this 
commercial trade in illicit drugs, through regulation of the 
market backed by vigorous law enforcement. See, e.g.. 
Executive Office of the President, Office of National Drug 
Control Policy, National Drug Control Strategy 2004, at 31 
(2004). 

This case raises a fundamental issue: Will the Congress 
continue to be able to take effective action against the na- 
tional problem of drug trafficking and abuse? In the decision 
here on appeal, the Ninth Circuit Court of Appeals held that 
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the federal government may not regulate what the court 
believed to be essentially “local” and “medical” illegal drug 
production and distribution. Raich v. Ashcroft, 352 F.3d 1222, 
1228-34 (9th Cir. 2003). This ruling is inconsistent with this 
Court’s Commerce Clause jurisprudence, which holds that 
even intrastate activities may be regulated by the federal 
government where, among other things, those activities have 
“a substantial relation to interstate commerce.” United 
States V. Lopez, 514 U.S. 549, 558-60 (1995). 

Marijuana is a commercial product, and its cultivation 
and distribution are “economic” activities, even when taking 
place within one state. No one state is able to take complete 
and effective action against this illegal market; rather. 
Congressional action is required. That action takes the form 
of a sophisticated and scientifically-based federal regulatory 
framework for drugs (whether medical or non-medical), 
including the statute at issue here - the Controlled Sub- 
stances Act (CSA), 21 U.S.C. 801 et seq. (2004). If local 
marijuana production, possession and distribution are excised 
from that regulatory framework, the nation’s ability to ad- 
dress the narcotics epidemic will be seriously undermined. 
♦ 

ARGUMENT 

I. MARIJUANA, WHETHER USED FOR “MEDI- 
CAL” PURPOSES OR NOT, IS PART OF THE 
LARGER, COMMERCIAL MARKET FOR DRUGS, 
AND AS SUCH MAY BE REGULATED BY CON- 
GRESS UNDER THE COMMERCE CLAUSE. 

The Ninth Circuit’s ruling is inconsistent with this 
Court’s Commerce Clause jurisprudence. Under Article I, 
Section 8 of the U.S. Constitution, Congress is empowered 
to “regulate Commerce with foreign Nations, and among 
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the several States.” Although the Commerce Clause 
speaks only to interstate commerce, Article I, Section 8 
also provides that Congress shall “make all Laws which 
are necessary and proper for carrying into Execution the 
foregoing Powers.” Pursuant to the “Necessary and 
Proper” clause, this Court has held that even intrastate 
activities may be regulated by the federal government 
where, among other things, those activities have “a sub- 
stantial relation to interstate commerce.” United States v. 
Lopez, 514 U.S. 549, 558-60 (1995) (“Where economic 
activity substantially affects interstate commerce, legisla- 
tion regulating that activity will be sustained.”). 

A. Marijuana Is a Commercial Product Subject 
to Congressional Regulation, Even When 
Used For So-Called “Medical” Purposes 

In the post-New Deal era, this Court has struck down 
acts of Congress as exceeding the scope of the Commerce 
Clause only where the regulated activity lacks an “eco- 
nomic” character. Conversely, where federal regulations 
are targeted at economic activity, they have been sus- 
tained. See Lopez, 514 U.S. at 559; United States v. Morri- 
son, 529 U.S. 598, 611 (2000). The Court of Appeals erred 
in holding that the cultivation, possession, and distribu- 
tion of marijuana for “medical” purposes are not economic 
activities within the scope of the Commerce Clause. Raich 
V. Ashcroft, 352 F.3d 1222, 1228 (9th Cir. 2003). First, 
marijuana is an economic commodity, with a large and 
well-defined national market. Second, as a fungible, highly 
portable product, marijuana grown in one state can easily 
find its way to other states, necessitating a national 
system of regulation. 
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1. Marijuana Is an Inherently Commercial 
Product, With a Substantial National 
Market 

Like all drugs, marijuana is an essentially commercial 
product. The fact that it may be used for alleged medical 
purposes certainly does not remove it from “commerce”; on 
the contrary, there are few commercial markets larger 
than that for “medical” products. In 2002, Americans spent 
over $1.3 trillion on personal healthcare and healthcare 
products; of that amount, $162.4 billion were spent on 
(legitimate) prescription drugs. Paulette C. Morgan, 
Congressional Research Service, Health Care Spending: 
Past Trends and Projections, Order Code RL31094, at 
CRS-1, -2 (2004). 

As an illegal drug, marijuana is part of an equally 
commercial - albeit illegitimate - market. It is estimated 
that in 1998, Americans spent approximately $66 billion 
on illegal drugs, including $11 billion on marijuana alone. 
Executive Office of the President, Office of National Drug 
Control Policy, What America’s Users Spend on Illegal 
Drugs, 1988-1998, at 1 (2000).^ Marijuana is, in fact, the 
most widely used illegal drug in the United States; of the 
nearly 20 million current drug users in this country, 
approximately 14.6 million (75 percent) are using mari- 
juana. Substance Abuse & Mental Health Servs. Admin., 
2002 National Survey on Drug Use and Health (2003). 


“ The billions of dollars in drug proceeds produced here in the U.S. 
(including those from marijuana trafficking) have also spawned a 
massive money laundering industry, which uses our transportation and 
financial services networks to smuggle funds out of the country. See 
National Drug Intelligence Center, U.S. Dept, of Justice, National Drug 
Threat Assessment 2004, at 97-99. 
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The fact that some medical marijuana is ostensibly 
distributed free of charge or on a “non-profit” basis does 
not make this commodity any less “economic.” The drug 
retains its value and its potential for sale, even when it is 
distributed for free and kept for ostensibly “medical” use. A 
bottle of the powerful opiate OxyContin, for example, does 
not lose its commercial potential while it sits in a patient’s 
medicine cabinet. 

Moreover, even “free” distribution can be economically 
motivated. Many companies provide certain goods or 
services free of charge to customers, often to build their 
reputations and market share; drug dealers have also been 
known to build their client base by providing “free sam- 
ples” to prospective users. See, e.g., Executive Office of the 
President, Office of National Drug Control Policy, Pulse 
Check: Trends in Drug Abuse, at 66 (2004) (“Some dealers 
distribute free drugs to ‘testers’ early in the morning, and 
then count on word-of-mouth to bring them more buyers 
throughout the day based on the quality or purity of the 
drug.”). As the California court of appeals noted in 1998, 
permitting “non-profit” sales would allow businesses to use 
marijuana as an enticement to customers for other ser- 
vices. People ex rel. Lungren v. Peron, 59 Cal. App. 4th 
1383, 1392-3, 70 Cal. Rptr. 2d 20, 27 (Cal. Ct. App. 1997). 

2. Marijuana Is a Fungible, Portable Com- 
modity That Can Easily Move From State 
to State 

Marijuana is a highly fungible and portable product. 
As Judge Beam noted in his dissent in the opinion below, 
marijuana is a fungible, transferable, and therefore 
fundamentally economic product - even if a particular 
amount of marijuana has not actually been exchanged for 
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cash. Raich, 352 F.3d at 1242 (“While it is clear that 
plaintiffs did not propose to sell or share their marijuana 
with others similarly situated (or even not similarly 
situated), they could”) (emphasis in original). 

Not only is marijuana a fungible product, it is ex- 
tremely difficult to trace back to its source; there is cur- 
rently no operational “marijuana signature” (source 
identification) program, as there is for cocaine and heroin. 
See National Drug Intelligence Center, U.S. Dept, of 
Justice, National Drug Threat Assessment 2004, at 48. 
This makes proof that the drug actually moved through 
interstate commerce extremely difficult, and overly bur- 
densome to effective regulation - which is why Congress 
dispensed with this requirement when it enacted the CSA. 
See United States v. Lopez, 459 F.2d 949, 953 (5th Cir. 
1972). 


3, Effective Regulation of Marijuana Re- 
quires Federal Control of all Aspects of 
the Market, Including Initial Produc- 
tion and Distribution 

As a valuable, fungible, portable, and untraceable 
product, marijuana presents significant challenges that 
can only be completely met by federal regulation. The 
individual states cannot adequately control marijuana 
trafficking. We live in a national, not a state or regional, 
market; if one state permits marijuana production to 
flourish within its borders, that production will quickly 
spill over into neighboring states. Stopping the flow would 
require each state to set up its own customs controls at its 
border, a solution that would be highly burdensome to the 
national economy, and likely to be ineffective. See, e.g.. 
Executive Office of the President, Office of National Drug 
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Control Policy, 2002 Final Report on the 1998 National 
Drug Control Strategy: Performance Measures of Effective- 
ness, at 24-25 (2002) (reporting that, despite efforts of 
federal border and interdiction authorities, 94 percent of 
heroin, and 69 percent of cocaine targeted for the U.S. 
market entered the country). 

The solution is provided by federal enforcement of the 
CSA. Unlike individual state regulators, the federal 
government can reach activity in every state. This Court 
has previously upheld, as valid enactments under the 
Commerce Clause, federal regulations of intrastate activi- 
ties that affect more than one state. See, e.g., Model v. 
Virginia Surface Mining and Reclamation Ass’n, 452 U.S. 
264, 282 (1981) (upholding environmental regulations). 
The CSA should be upheld on these grounds as well. See 
Lopez, 514 U.S. at 574 (Kennedy, J., concurring) (“Con- 
gress can regulate in the commercial sphere on the as- 
sumption that we have a single market and a unified 
purpose to build a stable national economy”). 

B. Congress Has Created a Carefully Calibrated 
Regulatory Scheme for National Drug Mar- 
kets (Including the Marijuana Market), 
Which Requires Effective Enforcement Even 
on the Local Scale 

Congressional narcotics statutes are designed to deal 
with the local, national, and even international aspects of 
this enormous, complex drug market. As this Court has 
noted, a regulation of apparently local activity may be 
upheld as “an essential part of a larger regulation of 
economic activity, in which the regulatory scheme could be 
undercut unless the intrastate activity were regulated.” 
Lopez, 514 U.S. at 561. Examples of such regulatory 
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frameworks upheld by this Court include price controls 
and quotas for wheat production, Wickard v. Filburn, 317 
U.S. Ill, 128-29 (1942); grain storage regulations, Rice v. 
Santa Fe Elevator Corp., 331 U.S. 218 (1947); civil rights 
regulations of the public accommodations industry, Heart 
of Atlanta Motel v. United States, 379 U.S. 241, 261 (1964); 
prohibitions on “loan sharking,” Perez v. United States, 402 
U.S. 146, 156 (1971); national wage and salary restric- 
tions, Fry V. United States, 421 U.S. 542, 547-48 (1975); 
and environmental restrictions on coal mining, Model, 452 
U.S. at 283. 

Congressional regulation of narcotic drugs falls into 
this category as well. To regulate the frequently intersect- 
ing legal and illegal drug markets. Congress has estab- 
lished a finely calibrated regulatory system over the 
course of nearly a century. That system provides for 
regulations of how drugs are tested, approved, and mar- 
keted as medicines; and enforcement against those who 
refuse to comply with the regulations. 

1. Congressional Regulation of the Drug 
Testing, Approval, and Marketing Proc- 
ess 

Congress began establishing the modern-day system 
of medical drug regulation in 1906, with the passage of the 
original Pure Food and Drug Act. Prior to that Act, Amer- 
ica “was mired in near medicinal anarchy.” See Andrea 
Barth well, M.D., Don’t Fall For Pot-Smoking Con, Hart- 
ford Courant, Apr. 30, 2004, available in http://reform. 
house.gov/CJDPHR/Hearings/EventSingle.aspx?EventID= 
975. Traveling salesmen hawked “miracle medicines” that 
rarely actually cured anything; instead, they made pa- 
tients feel better through the use of alcohol or opiates. Id. 
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This was the age of “patent medicines” which were heavily 
marketed and advertised with false claims as to their 
contents and efficacy. See Philip J. Hilts, Protecting Amer- 
ica’s Health: The FDA, Business, and One Hundred Years 
of Regulation, 25-30 (2003). 

The 1906 Act created the agency that later came to be 
known as the U.S. Food and Drug Administration (FDA). 
See Hilts, supra at 74. The 1906 Act was superseded by 
the Food, Drug and Cosmetic Act (FDCA, 21 U.S.C. 301, et 
seq.) in 1938, which, for the first time, forced pharmaceuti- 
cal companies to test their drugs for safety and efficacy, 
under the regulation of the FDA. See Hilts, supra at 95. 
The drug approval process under the FDCA requires 
rigorous scientific proof, careful review by the FDA’s 
scientific staff, and the assurance that drugs will be 
marketed only for the specifically approved indications. 
See Marijuana and Medicine: The Need for a Science- 
Based Approach, Hearing Before the Subcomm. on Crimi- 
nal Justice, Drug Policy & Human Resources of the House 
Comm, on Government Reform, 108th Cong., 2d Sess. (Apr. 
1, 2004) (statement of Robert J. Meyer, M.D., Director, 
Office of Drug Evaluation II, Center for Drug Evaluation 
& Research, U.S. Food & Drug Admin.), at 2-7. 

These Congressional actions are largely responsible 
for creating the modern market in safe, effective medi- 
cines. One historian argues that after the passage of the 
FDCA, a “revolution in medicine took place . . . [T]he 
pharmaceutical industry went from a handful of chemical 
companies with no interest in research and no medical 
staffs to a huge machine that discovered, developed, and 
marketed drugs of real use in treating disease.” Id. Indeed, 
“rather than being merely a bureaucratic imposition on 
scientific progress, the FDA was arguably the co-inventor 
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of the clinical trial process . , . This is the process on which 
modern medicine founds most of its claims.” Todd Seavey, 
Regulation for Dummies: Is the FDA Necessary?, Reason, 
Apr. 2004, at printed page 4. 

2. Enforcement of Congressional Drug 
Regulations 

Within a decade after passing the Pure Food and Drug 
Act, Congress passed the first federal drug enforcement 
law, the Harrison Narcotics Act, in 1914.^ In 1970, Con- 
gress undertook a thorough revision of the federal narcot- 
ics laws, replacing them with the Controlled Substances 
Act (CSA), 21 U.S.C. 801 et seq. Although drafted in the 
form of a criminal statute, the CSA “concerns an obviously 
economic activity,” United States v. Genao, 79 F.3d 1333, 
1337 (2d Cir. 1996), namely the black market in illegal (or 
illegally diverted) drugs. Many of the CSA’s provisions 
govern the registration, labeling and packaging, produc- 
tion quotas, and record-keeping of those wishing to manu- 
facture, distribute or dispense controlled substances. 21 
U.S.C. 822-827 (2004). It is the “enforcement” side of the 
regulatory framework initially established by the FDCA. 

Without effective law enforcement by DEA and similar 
agencies, it would be impossible for Congress to ensure that 
only safe and effective drugs are available to the public, and 
that those drugs are not diverted to the illegal black market. 
The FDA is not, by itself, capable of effectively carrying out 

^ The Harrison Act and other early federal narcotics enforcement 
statutes were based on Congress’ revenue powers. See Charles Doyle, 
Congressional Research Service, Drug Smuggling, Drug Dealing and 
Drug Abuse: Background and Overview of the Sanctions Under the 
Federal Controlled Substances Act and Related Statutes, Order Code 
97-141 A, at CRS-1 and -2 (2003). 
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this enforcement role; instead, it relies on enforcement of 
the CSA by the DEA and other federal law enforcement 
agencies to defend the federal government’s regulation of 
drugs. As a law enforcement agency, “DEA has the author- 
ity, expertise, and resources to interdict the illegal use of 
controlled substances.” See Letter from Patrick Ronan, 
Assistant Commissioner for Legislation, U.S. Food and 
Drug Admin., to Rep. Mark E. Souder (July 1, 2004), at 3. 
Moreover, the CSA, as a statute primarily directed at 
criminal enforcement, is the more appropriate statute for 
enforcement actions, providing “greater penalties and 
requir[ing] proof of far fewer elements to establish a 
violation.” Id. 

Taken together, the FDCA and the CSA represent “a 
powerful ‘social contract for drug use,’ which established 
that potentially addictive (and abused) drugs would be 
available under a physician’s prescription and only to treat 
illnesses other than addiction. . . . This approach to poten- 
tially abused medicines is now the standard throughout 
the world. It has served Americans admirably for most of 
the 20th century, separating medical from non-medical 
uses, labeling the contents of medicines, and subjecting 
medicines to scientific review for safety and efficacy.” 
Robert L. DuPont, Examining the Debate on the Use of 
Medical Marijuana, 111 Proceedings of the Ass’n of Ameri- 
can Physicians 166, 167 (Mar./Apr. 1999).'* 


" The fluid, global nature of the illicit drug market demands not 
simply a national strategy, but an international one. lb that end. 
Congress has ratified a number of international narcotics treaties 
obligating signatory countries to take effective steps to control poten- 
tially dangerous drugs. See, e.g.. Multilateral Single Convention on 
Narcotic Drugs, Mar. 30, 1961, 18 U.S.T. 1407, T.I.A.S. 6298; Multilat- 
eral Amendment of the Single Convention on Narcotic Drugs, Mar. 25, 
(Continued on following page) 
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3. Federal Drug Regulation and Marijuana 

The history of marijuana in this country illustrates 
the efficacy of federal drug regulations - and the necessity 
of their full enforcement. Before the era of modern science, 
marijuana, like alcohol and tobacco, was used as a “folk 
remedy” for numerous ailments over the centuries. See 
DuPont, supra at 167. In the 19th century, marijuana was 
marketed as a medicine in the form of “tinctures, extracts, 
and elixirs,” as a remedy for “asthma, bronchitis, migraine 
headaches, depression, gonorrhea, uterine hemorrhage, 
and dysmenorrhea.” Andrea Barthwell, Deputy Director, 
Executive Office of the President, Office of National Drug 
Control Policy, Marijuana as Medicine?, Testimony before 
the New England Governors’ Summit on Drug Use, Oct. 8, 
2003. Quality controls were virtually non-existent. Id. 

In the modern era, however, botanical marijuana has 
never been able to pass the strict scientific standards 
adopted by Congress; as a result, it has never been ap- 
proved by the FDA as a safe and effective drug. See Re- 
sponse of Amit K. Sachdev, Associate Commissioner for 
Legislation, U.S. Food and Drug Admin., to Rep. Mark E. 
Souder, Sept. 25, 2003, at 1. This is because marijuana is 
fundamentally bad for human health. See, e.g. , Marijuana 
and Medicine: The Need for a Science-Based Approach, 


1972, 26 U.S.T. 1439, T.I.A.S. 8118; Multilateral Convention on Narcotic 
Drugs: Psychotropic Substances, Feb. 21, 1971, 32 U.S.T. 543, T.I.A.S. 
9725. Among other things, the 1961 Treaty requires signatories 
(including the U.S.) to establish a single national agency to license and 
control all supplies of marijuana for medical or research purposes. See 
1961 Treaty, art. 23, 28; see also International Narcotics Control Board, 
United Nations, Report of the International Narcotics Control Board for 
2003, at 24 (reminding signatory countries that the 1961 Treaty 
requires the creation of a “national cannabis agency”). 
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Hearing Before the Subcomm. on Criminal Justice, Drug 
Policy & Human Resources of the House Comm, on Gov- 
ernment Reform, 108th Cong., 2d Sess. (Apr. 1, 2004) 
(statement of Nora Volkow, Director, National Institute on 
Drug Abuse) (detailing research into negative impacts of 
marijuana use on the human body, and noting that the 
drug is addictive); Eric A. Voth, A Peek into Pandora’s Box: 
The Medical Excuse Marijuana Controversy, 22 Journal of 
Addictive Diseases 27, 36-38 (2003) (listing negative 
health effects of marijuana, including brain damage, lung 
damage, and heart disease). 

While some research does suggest that certain compo- 
nents of marijuana, most notably THC, may be useful to 
treat certain conditions, the Director of NIDA also recently 
testified that “there is greater promise in purifying the 
active constituents of marijuana and developing alternate 
delivery systems, such as inhalers, rather than studying 
smoked marijuana.” See Volkow Statement, at 6. In fact, 
the FDA has already approved pure THC in pill form 
(called dronabinol, or “Marinol”) for some indications. See 
Eric A. Voth and Richard A. Schwartz, Medicinal Applica- 
tions of Delta-9-Tetrahydrocannabinol and Marijuana, 126 
Annals of Internal Medicine 791, 791-4 (1997). Contrary to 
the claims made by some pro-marijuana activists, the 
federal government permits and supports research into 
the therapeutic potential of marijuana and its components. 
See Volkow Statement, at 6-9. Pharmaceutical companies 
are also actively developing new treatments made from 
marijuana. See, e.g.. Researcher working on medical patch 
to deliver marijuana-like chemicals, Aug. 20, 2003, Assoc. 
Press State & Local Wire, available in LEXIS/NEXIS 
(describing efforts to create a medical treatment delivering 
THC through the skin); Eric Bailey, British Firm Holds 
Hope for Users of Medical Pot, Los Angeles Times, Feb. 1, 
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2004, at B1 (describing experimental marijuana derivative 
known as Sativex). In short, federal regulation of mari- 
juana is serving the interest of public health. 

Through state medical marijuana laws and lawsuits 
such as this one, however, pro-marijuana activists are 
seeking to do an end-run around these important regula- 
tory safeguards. According to the FDA, state laws purport- 
ing to legalize medical marijuana “are inconsistent with 
[FDA’s] efforts to ensure that approved medications have 
undergone rigorous scientific scrutiny and FDA’s approval 
process.” See FDA Statement Re: Marijuana Legislation, 
provided to Rep. Mark E. Souder on July 7, 2004. In 
opposing recent legislation that would have prohibited the 
U.S. Department of Justice from fully enforcing marijuana 
laws in states purporting to legalize the drug’s “medicinal” 
use, the FDA further stated that “DEA is the Federal 
agency with primary jurisdiction regarding enforcement 
actions relating to the sale or distribution of marijuana. 
FDA will continue to cooperate with DEA in these ac- 
tions. . . . We reiterate that any legislation that would 
prevent the Department of Justice or the DEA from 
enforcing the CSA with respect to marijuana either gener- 
ally or in specified States would not serve the interests of 
public health.” Id. 

C. Exempting So-Called “Medical” Marijuana 
From Federal Drug Regulations Would Se- 
riously Undermine Their Effectiveness 

In its opinion below, the Ninth Circuit refused to look 
at the problem of marijuana trafficking as a whole, or the 
impact that local production, possession, and distribution 
have on the drug trade. Instead, the court narrowed its 
focus to “a separate and distinct class of activities: the 
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intrastate, noncommercial cultivation and possession of 
cannabis for personal medical purposes.” Raich, 352 F.3d 
at 1228 (emphasis in original). By examining this “class of 
activities” in isolation from the overall marijuana trade, 
the court failed to see the effects that it might have on 
drug trafficking and law enforcement. The Ninth Circuit’s 
error illustrates why this Court has warned against too 
narrow a focus on individual cases when examining a 
general regulatory statute. See Lopez, 514 U.S. at 558 
(“where a general regulatory statute bears a substantial 
relation to commerce, the de minimum character of indi- 
vidual instances arising under that statute is of no conse- 
quence”) (quoting Maryland v. Wirtz, 392 U.S. 183, 197 n. 
27 (1968)) (italics and internal quote marks omitted). 
Individual courts can often underestimate or even fail to 
recognize what motivated Congressional action - namely, 
the importance of seemingly local phenomena to a national 
problem. 

As reflected in its detailed findings in the CSA, 
Congress understood that to be effective, enforcement of 
drug regulations needs to reach all levels of the drug trade 
- including the initial production of the drug, and its 
“local” possession and distribution.* This policy is based on 


* “The Congress makes the following findings and declarations: 

(3) A major portion of the traffic in controlled substances 
flows through interstate and foreign commerce Incidents of 
the traffic which are not an integral part of the interstate or 
foreign flow, such as manufacture, local distribution, and 
possession, nonetheless have a substantial and direct effect 
upon interstate commerce because - 

(A) after manufacture, many controlled substances are 
transported in interstate commerce, 

(Continued on following page) 
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the fact that often the most effective drug enforcement is 
that which goes to the initial source of the narcotics. As 
this Court has held, the Commerce Clause power “permits 
Congress to attack an evil directly at its source, provided 
the evil bears a substantial relationship to interstate 
commerce.” North American Co. v. Securities & Exchange 
Comm’n, 327 U.S. 686, 705 (1946). 

Permitting even the limited marijuana cultivation and 
distribution allegedly at issue in this case would under- 
mine drug regulation by (1) giving drug traffickers a new 
strategy to evade arrest; (2) creating geographic “safe 
havens” for drug dealers to base their operations; (3) 
increasing the risk of diversion from “medical” use to 
purely recreational trafficking; (4) increasing the supply 
and lowering the price of marijuana; and (5) potentially 


(B) controlled substances distributed locally usually have 
been transported in interstate commerce immediately before 
their distribution, and 

(C) controlled substances possessed commonly flow 
through interstate commerce immediately prior to such pos- 
session. 

(4) Local distribution and possession of controlled sub- 
stances contribute to swelling the interstate traffic in such 
substances. 

(5) Controlled substances manufactured and distributed 
intrastate cannot be differentiated from controlled sub- 
stances manufactured and distributed interstate. Thus, it is 
not feasible to distinguish, in terms of controls, between 
controlled substances manufactured and distributed inter- 
state and controlled substances manufactured and distrib- 
uted intrastate. 

(6) Federal control of the intrastate incidents of the traffic 
in controlled substances is essential to the effective control 
of the interstate incidents of such traffic.” 

21 U.S.C. Sec. 801 (2004). 
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increasing the demand for the drug through reduced 
public perception of marijuana’s harms. These practical 
considerations must be taken into account when evaluat- 
ing Congress’ power to deal with the narcotics trade. See 
id. (“And in using this great power, Congress is not bound 
by technical legal conceptions. Commerce itself is an 
intensely practical power. ... To deal with it effectively, 
Congress must be able to act in terms of economic and 
financial realities.”). 

1. Creating a “Medical” Loophole for Mari- 
juana Cultivation, Possession, and Dis- 
tribution Would Give Drug Traffickers a 
New Strategem to Evade Arrest and 
Punishment 

State medical marijuana laws undermine effective law 
enforcement, as drug traffickers can simply assert that 
their products are “medicinal” - forcing law enforcement 
authorities to prove otherwise. There is mounting evidence 
that current state medical marijuana laws are already 
being used as a cover for large-scale drug production and 
trafficking. In Oregon, for example, police discovered 
underground marijuana greenhouses with more than 
3,500 plants, with room for 5,000 to 7,000 plants; the 
owners held state “medical marijuana cards” entitling them 
to possess the drug. See Beth Quinn, Southern Oregon 
Police Raids Find 3,500 Marijuana Plants, Portland Orego- 
nian, Dec. 13, 2003, at COl. In Denver, Colorado, federal 
agents seized 800 marijuana plants from 3 homeowners, 2 
of whom had state authorization to grow “medical” mari- 
juana. Kirk Mitchell, Feds Seize 800 Pot Plants, Denver 
Post, June 3, 2004, at B-01. And just last month, the Cali- 
fornia Highway Patrol discovered a massive clandestine 
marijuana growing operation - with almost 2,000 plants 
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worth millions of dollars; medical marijuana activists, 
however, claimed that the marijuana was for “medical” 
purposes and was legal under Oakland city laws. Paul T. 
Rosynsky, Big dispute in city pot bust, Alameda Times 
Star, July 1, 2004, available in LEXIS/NEXIS. According 
to the U.S, Department of Justice, outlaw motorcycle 
gangs have applied for medical marijuana “caregiver” 
status, in an effort to legitimize their marijuana grow 
operations. See Letter from Robert F. Diegelman, Acting 
Assistant Attorney General for Administration, U.S. Dept, 
of Justice, to Paul Jones, Director, Justice Issues, General 
Accounting Office, dated Sept. 27, 2002, reprinted in 
General Accounting Office, Marijuana: Early Experiences 
with Four States’ Laws That Allow Use for Medical Pur- 
poses, Report No. GAO-03-189, at 57 (2002). In Nevada, a 
convicted drug dealer obtained a state “medical mari- 
juana” registration card (purportedly to treat his “bipolar” 
mental condition), and began growing the drug and 
“selUing] or giv[ing]” it to “about 20 other medical mari- 
juana patients through his enterprise. Primary Caregivers 
and Consultants.” Ed Vogel, Medical Marijuana: Working 
to smoke out abusers. Las Vegas Review-Journal, Apr. 12, 
2004, at IB. 

Exemptions for “small” amounts of marijuana can also 
be a boon for drug traffickers. Three ounces of marijuana, 
for example, can make anywhere from 90 to over 250 
marijuana cigarettes, or “joints” - enough to supply a so- 
called “medical marijuana user” for a month. See Dan 
Kulin, Number of joints possible with 3 ounces of pot 
debated: Question 9 argument becomes food for commer- 
cial, Las Vegas Sun, Oct. 15, 2002, 2002 WL 101210627. 
Where small amounts are presumed to be beyond the 
reach of the law, drug dealers will simply distribute drugs 
in those amounts so as to escape arrest. See, e.g., Costa 
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Rica: Review, Americas Review World of Information, 
Sept. 23, 2002, 2002 WL 100885937 (since Costa Ricans 
are allowed to possess small amounts of drugs, it makes it 
very difficult to stop dealing in drugs like crack cocaine). 

2. Allowing Individual States To Immunize 
Marijuana Possession From Federal 
Regulation Would Create Geographic 
“Safe Havens” For Drug Traffickers 

If certain states are permitted to simply “opt out” of 
federal drug regulation, they will quickly become a haven 
for drug traffickers. Drug trafficking organizations typi- 
cally seek out venues where the drug laws, and/or the 
enforcement of those laws, are weaker; the drugs they 
manufacture or import in those areas can then be smug- 
gled into areas where drug enforcement is more stringent. 
This has been especially obvious in the international 
arena. For example, when Congress passed stricter laws 
against the diversion of the precursor chemicals for 
methamphetamine production (such as pseudoephedrine), 
drug traffickers turned to Canada (where precursor 
chemical regulation was much weaker) as their source of 
supply. See Office of International Intelligence, U.S. Drug 
Enforcement Administration, and Criminal Intelligence 
Directorate, Royal Canadian Mounted Police, Chemical 
Diversion and Synthetic Drug Manufacture, at printed 
pages 1, 8. Similarly, lax Canadian laws and enforcement 
against marijuana growing have made the province of 
British Columbia a center of high-potency marijuana 
production. See Quentin Hardy, Inside Dope, Forbes, Nov. 
10, 2003, at 146 (noting that in British Columbia only one- 
fifth of marijuana busts result in incarceration and the 
average sentence is only four months). This high-potency 
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marijuana is being smuggled into the U.S. See U.S. De- 
partment of State, International Narcotics Control Strat- 
egy Report, 2003 (2004). 

In Europe, lenient drug policies have made the Neth- 
erlands a haven for drug smuggling. See, e.g., Justin 
Sparks, Dutch Law Could Unleash Cocaine Flood In 
Britain, London Times, Feb. 1, 2004, at 24; Ciarin McGui- 
gan. Mule be sorry; Dutch decision to ‘let off’ drug smug- 
glers could lead to growth in trafficking here, Belfast 
Telegraph Newspapers - Sunday Life, Mar. 14, 2004, 
available in LEXIS/NEXIS (Dutch policy of releasing drug 
smugglers at its airports carrying “normal” amounts of 
illegal drugs has sparked neighbors’ fears that the Nether- 
lands will become the preferred European Union gateway 
for narcotics). See also Anthony Browne, Dutch drug cafe 
ban puts British noses out of joint, London Times, Oct. 25, 
2003, Overseas news section, at 5 (reporting on Dutch 
government’s consideration of plan to forbid foreigners 
from accessing legal marijuana shops in the Netherlands, 
in part to stop cross-border trafficking by German drug 
dealers who purchase marijuana in the Netherlands and 
then drive it to Germany). 

This problem is exacerbated by the fact that in states 
and localities that have attempted to legalize marijuana, 
state and local officials (facing local political pressures) are 
increasingly hostile to federal drug policies. For example, 
one California sheriff recently stated that he would, if 
necessary, actually remove seized marijuana from his 
department’s evidence locker and give it to a friend in 
medical need. See Josh Richman, Cops say feds’ focus 
‘misplaced’, Oakland Tribune, May 25, 2003, 2003 WL 
8915341. According to the U.S. Department of Justice, 
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state officials are often refusing to prosecute obvious cases 
of drug dealing out of deference to state “medical mari- 
juana” laws, and in one instance a local district attorney 
even ordered a county detective to arrest a DEA agent if 
the agent seized marijuana plants purportedly belonging 
to a “patient”. See Diegelman Letter, supra at 56. 

Furthermore, if drug production is permitted to take 
root in a community, that community can quickly become 
economically dependent on the drug - putting additional 
pressure on local governments to turn a blind eye to the 
problem. See Hardy, supra (reporting that marijuana has 
become Canada’s most valuable agricultural crop, with 
even the legitimate British Columbian economy increas- 
ingly dependent on the profits from it). In fact, many so- 
called “medical” marijuana sellers now openly operate as 
businesses in California (which has the most permissive 
medical marijuana law). In Rosewood, California, a store 
sells strains of marijuana known as “Romulan,” “White 
Rhino,” “Acapulco Gold,” and “Placer Gold” for $200-$320 
per ounce, reportedly with the tacit approval of the local 
chief of police. See Art Campos and Jocelyn Wiener, Store 
for medical pot opens in Roseville, Sacramento Bee, Jan. 
31, 2004, at Al. In Oakland, California, a dozen “cafes” 
selling purported medicinal marijuana (at least one owner 
claiming to serve 7,000 “patients”) were in operation by 
the end of 2003, earning it the nickname “Oaksterdam”; in 
2004, the city attempted to limit the number of stores by 
issuing marijuana “business permits” (in return for a 
$20,000 annual fee). See Jean Marbella, Marijuana ‘du 
jour’ in Oakland, Baltimore Sun, Nov. 28, 2003, at lA; 
Laura Counts, Medical marijuana merchant defies Oak- 
land order to close, Alameda Tiraes-Star, June 2, 2004, 
available in LEXIS/NEXIS. 
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Nor can state medical boards in such states be relied 
on to provide effective regulation. As one commentator has 
observed, medical marijuana initiatives “have created 
serious regulatory dilemmas for state regulatory boards.” 
Voth, A Peek into Pandora’s Box at 27. Despite their 
mission to oversee the practice of medicine in their respec- 
tive states, many of these boards disavow any responsibil- 
ity to determine whether drugs are safe or effective. See 
Marijuana and Medicine: The Need for a Science-Based 
Approach, Hearing Before the Subcomm. on Criminal 
Justice, Drug Policy & Human Resources of the House 
Comm, on Government Reform, 108th Cong., 2d Sess. (Apr, 
1, 2004) (statement of James D. Scott, Member and Past 
Chair, Oregon Board of Medical Examiners), at 2, (“No one 
representing the [Board] is prepared to give any testimony 
regarding the scientific or medicinal value of marijuana, or 
any sociopolitical issues regarding marijuana. These 
issues are beyond our jurisdiction.”); Letter from Joan M. 
Jerzak, Chief of Enforcement, Medical Board of California, 
to Rep. Mark E. Souder, May 11, 2004, at 1, 2 (“The Board 
does not establish ‘procedures’ which physicians must 
follow, nor does it take a position with regard to specific 
medications. . . . [I]t is not for the Board to determine 
which medical conditions may be appropriately treated 
with marijuana.”). 

3. Legalizing “Medical” Marijuana Will In- 
crease the Chances of Diversion to Purely 
Recreational Use 

By increasing the amount of marijuana, and the 
number of “legitimate” uses for it, state medical marijuana 
laws increase the chance that the drug will be diverted to 
purely recreational uses. The more legally available any 
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drug is, the more indications it is approved for, and the 
greater the quantities of the drug in legitimate channels, 
the higher the rate of illegal diversion, trafficking and 
abuse will be. See Responses of Thomas W. Raffanello, 
Special Agent in Charge, Miami Division, Drug Enforce- 
ment Administration, to Questions from Rep. Mark E. 
Souder, May 24, 2004, at 2; Letter from Amit K. Sachdev, 
Associate Commissioner for Legislation, U.S. Food and 
Drug Admin., to Rep. Mark E. Souder, Apr. 26, 2004, at 2. 
The diversion of legal (but controlled) medical drugs into 
illegal uses is widespread, rivaling the market for strictly 
illegal drugs. For example, nationwide in 1993, people 
spent an estimated $25 billion on prescription drugs in the 
illegal market, compared with $31 billion on cocaine, 
including crack. See National Drug Strategy Network, 
Prescription Drug Abuse Rivals Elicit Drug Abuse, Some 
See Double Standard in Law Enforcement, New Briefs - 
Drug Use Trends (Oct. 1996). Abuse of legal prescription 
drugs, such as the opiate OxyContin, is on the rise; by 
2001, prescription pain killers were second only to mari- 
juana as the most abused category of drug. See National 
Survey on Drug Use and Health, Nonmedical Use of 
Prescription Pain Relievers, at 2 (2004). 

Once a drug can be legally obtained, drug dealers and 
addicts have an increased number of avenues to obtain it - 
including prescription fraud (forging prescriptions; visiting 
multiple doctors to obtain prescriptions, often called 
“doctor shopping”; and altering prescriptions to increase 
the quantity); and outright theft or robbery from pharma- 
cies (often performed by pharmacy workers themselves). 
See Julie Wartell and Nancy G. La Vigne, Office of Com- 
munity Oriented Policing Services, U.S. Dept, of Justice, 
Prescription Fraud (2004), at 2-3. Those obtaining these 
drugs via fraud can, and do, ship them for profit to other 
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states. See, e.g.. Drug Enforcement Administration, Oxy- 
Contin: Pharmaceutical Diversion, at printed page 5 
(2002) (reporting DEA investigation into individual who 
took advantage of a severe medical condition to obtain 
legitimate prescriptions for OxyContin and other oxycodo- 
nes from physicians in Arizona and California; he then 
shipped the pills — approximately 8,000 to 9,000 over the 
course of a year - via FedEx to another individual in 
Maryland for distribution). 

The risk of “medical” marijuana being diverted is 
heightened by the fact that certain doctors have been 
consistently expanding their list of marijuana-treatable 
“conditions.” One doctor, Frank H. Lucido, reports writing 
medical marijuana recommendations for 348 patients over 
a six-month period in 2002, for a wide range of conditions, 
including headaches, chronic anxiety, depression, insom- 
nia, post-traumatic stress disorder, asthma, bipolar 
disorder, attention deficit disorder, vertigo, tinnitus, 
restless leg syndrome, phantom limb pain, and obsessive 
compulsive disorder. Frank H. Lucido and Mariavittoria 
Mangini, Implementation of the Compassionate Use Act in 
a Family Medical Practice: Seven Years’ Clinical Practice, 
O’Shaughnessy’s Journal of the California Cannabis 
Research Medical Group, Spring 2004, at 3. Claudia 
Jensen, a California pediatrician, has stated that she has 
recommended marijuana to teenagers with attention 
deficit disorder, despite acknowledging that “the science is 
lacking to justify some of her unorthodox uses.” Daniel 
Costello, Unorthodox uses for medical marijuana, Los 
Angeles Times, Feb. 23, 2004, at F3; see also Marijuana 
and Medicine: The Need for a Science-Based Approach, 
Hearing Before the Subcomm. on Criminal Justice, Drug 
Policy & Human Resources of the House Comm, on Gov- 
ernment Reform, 108th Cong., 2d Sess. (Apr. 1, 2004) 
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(statement of Claudia Jensen, M.D.), at 7-9. These cases 
are not isolated incidents. A 2003 study of AIDS patients 
using marijuana showed that less than one third smoked 
the drug even to relieve pain; 57 percent smoked to relieve 
anxiety or depression, while 33 percent admitted they 
smoked for “recreational” reasons. Sara Zaske, Study: 
Many HIV patients use pot for mental health, San Francisco 
Examiner, June 9, 2003, available in http;//reform.house. 
gov/CJDPHE/Hearings/EventSingle.aspx?EventID=975. In 
Oregon, of the 10,196 patients registered with the state’s 
medical marijuana program, only 335 were listed as 
suffering from cancer; only 221 with HIV/AIDS; only 198 
with glaucoma; and only 438 with cachexia; by contrast, 
8,711 patients listed “pain” as their reason for taking the 
drug. See Oregon Department of Human Services, Oregon 
Medical Marijuana Program Statistics (July 1, 2004). 

Other pro-marijuana doctors are, moreover, also 
writing very large numbers of “recommendations” for 
marijuana. According to one estimate, as of spring 2004, 
100,000 marijuana recommendations had been issued in 
California, almost half written by only 12 physicians in 
California - all associated with a group known as the 
California Cannabis Research Medical Group. Fred Gardner, 
Encouraged by 9th Circuit’s Conant Ruling, More California 
Doctors Approve Cannabis Use, O’Shaughnessy’s Journal of 
the California Cannabis Research Medical Group, Spring 
2004, at 1. One doctor alone acknowledged writing approxi- 
mately 8,000 such recommendations. Id. at 7. In Oregon, 
Dr. Phillip E. Leveque was recently suspended by the state 
medical board for writing 4,000 medical marijuana au- 
thorizations - approximately 40 percent of the total such 
authorizations in the state - often without conducting any 
physical examination or even personally meeting with his 
patients. See Kramer, Andrew, Oregon doctor’s license 
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suspended for signing marijuana cards. Associated Press, 
Mar. 5, 2004, available in LEXIS/NEXIS. 

4. The Aggregate Effect of Even Individual 
Cultivation of “Medical” Marijuana Jus- 
tifies Federal Regulation 

Even when marijuana never actually enters the 
immediate stream of commerce, it may still be regulated to 
prevent it from impacting the broader market. This Court 
has repeatedly held that Congress may look to the total, 
aggregate effect of many apparently small, local transac- 
tions on interstate commerce and federal regulations 
thereof. See, e.g., Wickard, 317 U.S. at 128-29 (aggregate 
effect of home-grown and personally consumed wheat); 
Katzenbach v. McClung, 379 U.S. 294, 301 (1964) (aggre- 
gate effect of many individual acts of racial discrimination 
at restaurants); Perez, 402 U.S. at 154-55 (aggregate effect 
of acts of loan sharking); Fry, 421 U.S. at 547 (aggregate 
effect of wage increases for state employees). 

As was the case in Wickard, marijuana grown and 
consumed, even locally by purported “medical” users, can 
exert a significant effect on the traffic in the drug, by 
adding to the nation’s marijuana supply while reducing 
demand on the immediate market. The result will be lower 
overall prices on the black market. See Project u. United 
States, 101 F.3d 11, 14 n. 1 (2d Cir. 1996) (“[TJhe cultiva- 
tion of marijuana for personal consumption most likely 
does substantially affect interstate commerce. This is so 
because ‘it supplies a need of the man who grew it which 
would otherwise be reflected by purchases in the open 
market.’”) (citing Wickard, 317 U.S. at 128); see also Drug 
Enforcement Administration, Illegal Drug Price and 
Purity Report (Apr. 2003) (“A decrease in drug price 
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typically indicates an increase in availability, and, con- 
versely, a price increase usually indicates a decrease in 
supply.”). This would undermine a key component of the 
federal government’s anti-marijuana strategy, namely to 
increase the price of illicit drugs, resulting in a reduction 
in the demand. See Office of National Drug Control Policy, 
National Drug Control Strategy 2004, at 31 (“The main 
reason supply reduction matters to drug policy is that it 
makes drugs more expensive, less potent, and less avail- 
able. Price, potency, and availability are significant drivers 
of both addicted use and casual use.”). 

5. Legitimizing “Medical” Use of Marijuana 
Will Potentially Increase the Demand 
For the Drug, by Reducing Public Per- 
ception of Marijuana’s Harms 

Repeated claims of marijuana’s “medicinal” value, 
coupled with the apparent ratification of those claims by 
state medical marijuana laws, have lowered the public 
perception of marijuana’s scientifically demonstrated 
harmfulness - particularly among young people. See 
Andrea Barthwell, Deputy Director, Office of National 
Drug Control Policy, Marijuana Is Not Medicine, Chicago 
Tribune, Feb. 17, 2004, at C19 (“Children entering drug 
abuse treatment routinely report that they heard that ‘pot 
is medicine’ and, therefore, believed it to be good for 
them.”). These public perceptions can have a significant 
impact on marijuana usage rates. See, e.g., Wilson M. 
Compton, et al.. Prevalence of Marijuana Use Disorders in 
the United States, 1991-1992 and 2001-2002, 291 JAMA 
2114, 2119 (2004) (reporting study demonstrating that 
decreases in the perceived risk of harmfulness and in 
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disapproval of marijuana use can explain the recent rise in 
marijuana use by young people). 

D. If Congress Is Prevented From Regulating 
Local Production, Possession, and Distri- 
bution of Marijuana, Its Ability To Regulate 
Other Drugs Will Be Placed in Jeopardy 

A ruling that the federal government may not regulate 
local production, possession, and distribution of “medical” 
marijuana would have far-reaching implications for the 
regulation of all drugs, both legal and illegal. A vast 
number of controlled substances may be produced in the 
home, including methamphetamine, GHB, and MDMA 
(“ecstasy”). See Drug Enforcement Administration, Drug 
Trafficking in the United States (2001). And virtually all 
drugs have at least some putative “medical” uses; for 
example, cocaine and heroin were long used as anaesthet- 
ics, methamphetamine as a stimulant, and for many years 
LSD and ecstasy were used in psychotherapy. 

This scenario is not as unlikely as it may seem. In 
fact, many of the same proponents of medicinal marijuana 
have actively sought to force the approval of some of these 
other drugs as “medicines.” See, e.g., Grinspoon v. Drug 
Enforcement Admin. , 828 F.2d 881 (1st Cir. 1987) (petition 
by pro-medical marijuana advocate Dr. Lester Grinspoon 
to remove ecstasy from Schedule I of CSA). In several 
foreign countries, physicians may now prescribe heroin to 
addicts as part of a medical practice known as “mainte- 
nance,” and the same may soon be done for cocaine. See, 
e.g., Dan Gardner, Free junk for junkies, Ottawa Citizen, 
Jan. 18, 2004, at C3; Doctors push for cocaine prescription, 
Swissinfo, June 3, 2004, available at http://www.swissinfo. 
org/sen/Swissinfo.html?siteSect=105&sid=4958011. If a 
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state were to attempt to approve these or any other 
currently controlled drugs for “medical” use, it would set 
up the same federal-state conflict present here. 

♦ 

CONCLUSION 

Describing the 19th century age of “quack medicines,” 
one historian writes that, “The market in medicines, 
without any regulation, was essentially the same as the 
only market today with no regulation - the trade in 
heroin, cocaine, and other drugs. The supply was unreli- 
able, the purity suspect, the price high and variable, and 
the corrupted substances sometimes fatal.” Hilts, supra at 
27. Proponents of “medical” marijuana would take us full 
circle, “back to a time before the passage of the Pure Food 
and Drug Act.” Barthwell, Marijuana as Medicine? 
Through its power to regulate the interstate commerce in 
medical drugs. Congress has the responsibility to protect 
the American public from such a foolish step backwards. 
That power, and that responsibility, are fully consistent 
with the Constitution and should not be denied. The 
decision of the Court of Appeals should be reversed. 
Respectfully submitted, 
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